16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO00004+
PAREDRI NE
HYDROXYAMPHETAM NE HYDROBROM DE

NO000159+
SULFAPYRI DI NE
SULFAPYRI DI NE

NO00793+
BUTI SOL SODI UM
BUTABARBI TAL SODI UM

N001546
GUANI DI NE HCL
GUANI DI NE HYDROCHLORI DE

N002282+
I NULI N AND SODI UM CHLORI DE
I NULI N

N003158
ORETON METHYL
METHYLTESTOSTERONE

N003444+
DRI SDOL
ERGOCALCI FEROL

N004570+
HEPARI N SODI UM
HEPARI N SODI UM

N004589+
ALCOHCOL 10% AND DEXTROSE 5%
DEXTROSE

N004782+

PREMARI N

ESTROGENS, CONJUGATED

REDUCTI ON | N THE RECOMMVENDED FOR TREATMENT OF
ME DAILY TO 0. 625 MJ DAILY.

NO05010+

SPONSOR RXOTC CODE DOC TYPE
AKORN RX SLR
ELI LILLY RX SLR
WALLACE LABS RX SLR
SCHERI NG RX SLR
QUESTCOR PHARM RX SLR
SCHERI NG RX SLR
SANCOFI  SYNTHELABO RX SLR

PHARVACI A AND UPJCHN RX

B BRAUN RX

WYETH AYERST LABS RX

VASOMOTER SYMPTOVB FROM 1. 25

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

010

004

015

005

016

013

016

055

011

109

PAGE 1

APPROVAL DATE

DATE

08- MAY- 80

28- MAY- 86

04- NOv- 98

23- SEP- 76

20- APR- 99

26- JAN- 95

17- APR- 86

15- SEP- 99

11- OCT- 85

08- JUN- 99

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 2

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
SANCOFI  SYNTHELABO RX SLR 031 24-JUL- 97
DEMEROL
MEPERI DI NE HYDROCHL ORI DE
N005213+ ENDO PHARMS RX SE1 013 26-JUL- 88
HYCODAN

HYDROCODONE BI TARTRATE

N005264+ ABBOTT LABS RX SLR 070 16- SEP- 98 ADL
HEPARI N LOCK FLUSH
HEPARI N SODI UM

N005292+ SCHERI NG RX SLR 015 26- JUN- 86
ESTI NYL

ETHI NYL ESTRADI OL

NO05378+ ABBOTT LABS RX SLR 013 22- FEB- 84
DESOXYN

METHAMPHETAM NE HYDROCHLORI DE

N005521 ELI LILLY RX SLR 021 29-NOV-89 27- MAR- 90
HEPARI N SODI UM
HEPARI N SODI UM

N005545+ ABBOTT LABS RX SLR 017 25- FEB- 87
DI CUMARCL
DI CUMARCL
NO05619+ MERCK RX SLR 015  02- NOv-99

AM NCHI PPURATE SCDI UM
AM NCHI PPURATE SCDI UM

NO05657+ APOTHECON RX SLR 009 10- JUN- 87
TUBOCURARI NE CHLORI DE
TUBOCURARI NE CHLORI DE

NO05794+ JOHNSON RW RX SLR 018 22-NOV- 91
SULTRI N

SULFATHI AZOLE

NO05795+ ROBERTS LABS RX SLR 006 17- FEB- 82
FURACI N

NI TROFURAZONE
NO05897+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

FOLVI TE
FOLIC ACID

N005914+
PBZ
TRI PELENNAM NE Cl TRATE

N005929+
D.HE 45
DI HYDROERGOTAM NE MESYLATE

| NDI CATI ONS AND USAGE

NO05939+
BAL
DI MERCAPROL

NO05963+
SODI UM SULAMYD
SULFACETAM DE SCDI UM

NO05970+
SOTRADECOL
SODI UM TETRADECYL SULFATE

NO06002+
ARALEN HCL
CHLOROQUI NE HYDROCHLORI DE

NO06008+
MESANTO N
MEPHENYTO N

NO06035+
METHERG NE
METHYLERGONOVI NE MALEATE

NO06095+
TUBOCURARI NE CHLORI DE
TUBOCURARI NE CHLORI DE

SPONSOR

LEDERLE LABS

NOVARTI S PHARMS

NOVARTI S PHARMS

AKORN

SCHERI NG

ELKI NS SI NN

SANCFI  SYNTHELABO

NOVARTI S PHARMS

NOVARTI S PHARM

ABBOTT LABS

RXOTC CODE DOC TYPE

RX SLR
RX SE1
RX SLR

SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

SLR
RX SLR
RX SLR

SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

022

030

019
025

002

003

035

032

041
042

060

034
038

PAGE 3

APPROVAL DATE

DATE

09- MAR- 81

24- MAR- 98

29- JAN- 98
29- JAN- 98

29-JUL-77

15- SEP- 80

18- SEP-91

18- FEB-93 16-JUN-93

14- DEC- 94
14- DEC- 94

27- VAY- 97

26- FEB- 99
26- FEB- 99

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL
FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO06110+
DI ENESTROL
DI ENESTROL

N006134+
DCOLOPHI NE HCL
METHADONE HYDROCHLORI DE

N006146+
BENADRYL
DI PHENHYDRAM NE HYDROCHLORI DE

N006188+
PROPYLTHI OURACI L
PROPYLTHI OURACI L

N006325+
TUBOCURARI NE CHLORI DE
TUBOCURARI NE CHLORI DE

N006327+
| SUPREL
| SOPROTERENCL HYDROCHL ORI DE

N006343+
WYDASE
HYALURONI DASE

NO06383
METHADONE HCL
METHADONE HYDROCHLORI DE

N006403+
PRI SCOLI NE
TOLAZOLI NE HYDROCHLORI DE

N006460+
PROTAM NE SULFATE
PROTAM NE SULFATE

N006488+
XYLOCAI NE W EPI NEPHRI NE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

JOHNSON RW

ROXANE

PARKE DAVI S DIV W

LEDERLE LABS

ELI LILLY

SANOFI  SYNTHELABO

WYETH AYERST LABS

MALLI NCKRODT

NOVARTI S PHARM

ELI LILLY

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

SUP# LATEST

028

017

012

014

009

028

010

005

009

027

PAGE 4

APPROVAL DATE
DATE

07- DEC- 87

12- MAR- 99

29- NOV- 93

29-JUN- 90

02- SEP-93

07- FEB-94

30- SEP- 92

10-JUN-77

28- DEC- 82

06- DEC- 94

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

LI DOCAI NE HYDROCHLORI DE

N006530+
AVC
SULFANI LAM DE

NO06536+
URECHCLI NE
BETHANECHOL CHLORI DE

REVI SED PI

N006632+
METUBI NE | ODI DE
METOCURI NE | ODI DE

NO006695+
MUSTARGEN
MECHLORETHAM NE HYDROCHLCORI DE

NO06772+
VASOXYL
METHOXAM NE HYDROCHLORI DE

NO06773+
ARTANE
TRI HEXYPHENI DYL HYDROCHLORI DE

NO06799+
RUBRAM N PC
CYANOCOBALAM N

N006800+
PARADI ONE
PARAMETHADI ONE

N006823+
AQUASOL A
VITAM N A PALM TATE

N006882+
PHI SOHEX
HEXACHL OROPHENE

SPONSOR

ASTRAZENECA

KI NG PHARMS

MERCK

ELI LILLY

MERCK

GLAXO VELLCQVE

LEDERLE LABS

BRI STOL MYERS SQUI BB

ABBOTT LABS

ASTRAZENECA

SANCFI  SYNTHELABO

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
061 26- MAY- 99
008 27- JAN- 87
038 02- APR- 98
011 14-JUL- 87
020 18- SEP- 87
006 15- VAY- 87
022 24-JUL- 87
015 28- NOV- 95
010 14-JUL- 80
011 21-JUL- 89
031 03- APR-90

PAGE 5

ACKNOMLEDGE ADL / FPL
DATE

FPL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N006927+
EURAX
CROTAM TON

NO07073+
AZULFI DI NE EN- TABS
SULFASALAZI NE

NOO7110+
CORTONE
CORTI SONE ACETATE

NO07335+
PRONESTYL
PROCAI NAM DE HYDROCHLORI DE

NO07337+
PERCODAN
OXYCODONE TEREPHTHALATE

NO07390+
BANTHI NE
METHANTHELI NE BROM DE

NO07409+
BENTYL
DI CYCLOM NE HYDROCHLORI DE

NO07513+
LEVOPHED
NOREPI NEPHRI NE Bl TARTRATE

NOO7517+
TAPAZOLE
METHI MAZOLE

NO07529+
QUI NI DI NE GLUCONATE
QUI NI DI NE GLUCONATE

NO07638+
CHLOR- TRI METON

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 6

SPONSOR

VESTWOOD SQUI BB

PHARMACI A AND UPJCOHN

MERCK

APOTHECON

ENDO PHARMS

ROBERTS LABS

AVENTI S PHARMS

ABBOTT LABS

ELI LILLY

ELI LILLY

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

RX

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SUP# LATEST ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

015 10- JAN- 80

110 13- AUG 99 FPL
021 26- AUG 93 FPL
061 06- MAY- 97 FPL

024 14- JUN- 89

015 19- NOv- 87

039 17- AUG 99 FPL
022 20- SEP- 99 FPL
018 20- MAR- 95 FPL
017  09-JUN-99 FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

CHLORPHENI RAM NE MALEATE

Revi sed carton and blister foil

NOO7707+
PHENURONE
PHENACEM DE

NOO7750+
CORTONE
CORTI SONE ACETATE

NO07883+
ANTABUSE
DI SULFI RAM

NO07935+
PHENERGAN
PROVETHAZI NE HYDROCHLORI DE

NO07936+
SELSUN
SELENI UM SULFI DE

NO007942+
SUS- PHRI NE SULFI TE- FREE
EPI NEPHRI NE

N007953
PREFRI N- A
PYRI LAM NE MALEATE

NO07959+
TENSI LON PRESERVATI VE FREE
EDROPHONI UM CHLORI DE

NO07961+
BENTYL
DI CYCLOM NE HYDROCHLORI DE

N008032+
TELEPAQUE
I OPANO C ACI D

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

St at enent  of

SPONSOR RXOTC CODE DOC TYPE

SCHERI NG PLOUGH

identity, |ndications,

ABBOTT LABS

MERCK

WYETH AYERST LABS

WYETH AYERST LABS

ABBOTT LABS

FOREST LABS

ALLERGAN PHARM

I CN PHARMS

AVENTI S PHARVS

NYCOVED

(+ - Represents a Referenced Drug )

War ni ngs

RX

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SUP# LATEST

024

004

025

029

020

016

016

017

009

025

021

PAGE 7

APPROVAL DATE
DATE

20- OCT- 97

17- FEB- 82

27- AUG 93

21- FEB- 95

07- APR- 88

23- SEP- 83

05- FEB- 99

01- NOv- 88

29- DEC- 87

17- AUG 99

01-JUL- 86

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 8

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N008048+ ASTRAZENECA RX SLR 008 24-JUL- 86
XYLOCAI NE
L1 DOCAI NE
NO08085+ LEDERLE LABS RX SLR 048 29- OCT- 99 FPL

METHOTREXATE SODI UM
METHOTREXATE SODI UM

N008102+ AVENTI S PHARMS RX SLR 018 12-JUN-91
TACE
CHLOROTRI ANl SENE

NO08107+ I MVUNEX RX SLR 051 21-JUL-97 FPL
LEUCOVORI N CALCI UM
LEUCOVORI N CALCI UM

N008126 PHARVACI A AND UPJCHN RX SLR 035 28- DEC- 93 FPL
CORTI SONE ACETATE
CORTI SONE ACETATE

NO08173+ I CN PHARMS RX SLR 009 17- JAN- 95 ADL
BENOQUI N

MONOBENZONE

N008228+ MERCK RX SLR 027 27- AUG 93

HYDROCORTONE

HYDROCORTI SONE ACETATE

N008248+ WYETH AYERST LABS RX SLR 007 31- MAY- 88
WYAM NE SULFATE
MEPHENTERM NE SULFATE

N008278+ NOVARTI S PHARM RX SLR 006 12- APR- 77

REG TI NE

PHENTOLAM NE MESYLATE

NO08303+ NOVARTI S PHARM RX SLR 068 28- FEB- 96 FPL
APRESCLI NE

HYDRALAZI NE HYDROCHLORI DE

N008306+
PHENERGAN VC W CODEI NE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

PROVETHAZI NE HYDROCHLORI DE

NO08316+
PRI MAQUI NE
PRI MAQUI NE PHOSPHATE

NO08370+
BENTYL PRESERVATI VE FREE
DI CYCLOM NE HYDROCHLORI DE

N008372+
H P. ACTHAR GEL
CORTI COTROPI N

NO08381+
PHENERGAN PLAI N
PROVETHAZI NE HYDROCHLORI DE

N008453+
ANECTI NE
SUCCI NYLCHOLI NE CHLORI DE

NO08506+
HYDROCORTONE
HYDROCORTI SONE

NO08565+
THI OSULFI L
SULFAMETHI ZOLE

NO08578+
DARAPRI M
PYRI METHAM NE

ALL SECTI ONS OF PACKAGE | NSERT REVI SED

NO08592+

RAVOCAI NE AND NOVOCAIN W LEVOPHED

PROPOXYCAI NE HYDROCHL ORI DE

N008604+
PHENERGAN VC
PROVETHAZI NE HYDROCHLORI DE

SPONSOR

WYETH AYERST LABS

SANCOFI  SYNTHELABO

AVENTI S PHARMS

AVENTI S PHARM PRCD

WYETH AYERST LABS

GLAXO VEELLCOVE

MERCK

WYETH AYERST LABS

GLAXO VEELLCOVE

EASTVAN KODAK

WYETH AYERST LABS

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

SLR
RX SLR
RX SE6

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

019

009

028

029

018

017

022

021

010
014

021

016

PAGE 9

APPROVAL DATE
DATE

11- JAN-89

10- SEP- 85

17- AUG 99

22- APR- 92

06- APR- 88

28- NOV- 94

27- AUG 93

17- OCT- 88

08- APR- 98
08- APR- 98

08- AUG 91

11- AUG 88

ACKNOMLEDGE ADL / FPL

FPL

ADL

FPL

ADL
ADL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 10

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

TRADE NAME APPROVAL DATE

| NGREDI ENT DATE

N008662+ APOTHECON RX SLR 015 08- AUG- 97 ADL
NYDRAZI D
| SONI AZI D
NO08678+ EON MANUFACTURE LABS RX SLR 021 06- MAR- 97 FPL
| SONI AZI D
| SONI AZI D
NO08693+ PROCTER GAMBLE PHARM RX SLR 026 17- FEB- 98 FPL
FURADANTI N SLR 028 17- FEB- 98 FPL

NI TROFURANTOI N

REVI SED PI PROVI DE FOR REVI SIONS TO WARNI NGS AND ADVERSE REACTI ONS SECTI ONS

N008697 PHARVACI A AND UPJOHN RX SLR 021 28- DEC- 93 FPL
CORTEF

HYDROCORTI SONE

N008708+ VELLSPRI NG PHARM RX SLR 016 25- VAY- 84

DI BENZYLI NE

PHENOXYBENZAM NE HYDROCHLORI DE

NO08719+ I CN PHARMS RX SE1 008 19-DEC-91 10-OCT-95 FPL
LEVO- DROMORAN
LEVORPHANCL TARTRATE

N008720+ | CN PHARMS RX SE1 006 19-DEC-91 10-OCT-95 FPL
LEVO- DROMORAN
LEVORPHANCL TARTRATE

N008732+ ROBERTS LABS RX SLR 034 17- FEB- 89
PRO- BANTHI NE

PROPANTHELI NE BROM DE

N008762+ PARKE DAVI S RX SLR 017 23- VAR- 90
DI LANTI N-125 SLR 018 23- MAR- 90
PHENYTO N SLR 019 23- MAR- 90
NO08809+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 11

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ASTRAZENECA RX SLR 025 19- APR-91 06- AUG 93
MV.1.-12
VITAM N E

REVI SED VI AL, CARTON, AND PACKAGE | NSERT LABELI NG

NO08816+ ASTRAZENECA RX SLR 013 11-JUL- 84

XYLOCAI NE

LI DOCAI NE HYDROCHLORI DE

N008845+ ABBOTT LABS RX SLR 049 29- JAN- 99 ADL
QUELI CI' N SLR 052 29- JAN- 99 ADL

SUCCI NYLCHCLI NE CHLORI DE

N008848+ KENWOOD LABS RX SLR 018 04- SEP- 86
PAM NE

METHSCOPOLAM NE BROM DE

NO08857+ WYETH AYERST LABS RX SLR 014  06- MAY-87
PHENERGAN

PROVETHAZI NE HYDROCHLORI DE

NO08883+ APOTHECON RX SLR 005 28- SEP- 78
OPHTHAI NE SLR 006 28- SEP- 78

PROPARACAI NE HYDROCHL ORI DE

N008922+ 3M PHARMACEUTI CALS RX SLR 014 26- SEP-96 24- MAR- 98 FPL
CALCI UM DI SODI UM VERSENATE
EDETATE CALCI UM DI SODI UM

REVI SED PACKAGE | NSERT, CONTAI NER, AND CARTON

N008943+ LEDERLE LABS RX SLR 046 28- NOV- 90
DI AMOX

ACETAZOLAM DE

N009048+ I CN PHARMS RX SE1 030 23- MAR- 88
OXSORALEN

METHOXSALEN

NO09053+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

NDA SPONSOR RXOTC CODE DOC TYPE

TRADE NAME
| NGREDI ENT

GLAXO VELLCOVE RX
PURI NETHOL
MERCAPTOPURI NE

N009087+ NOVARTI S PHARMS RX
HYDERG NE
ERGOLO D MESYLATES

N009149+ SKB PHARMS RX
THORAZI NE
CHLORPROVAZI NE HYDROCHLORI DE

REVI SED PI - PRECAUTI ONS

N009165+ BTG PHARMS RX
DELATESTRYL
TESTOSTERONE ENANTHATE

NO09170+ ELAN PHARVA RX
MYSCLI NE
PRI M DONE

NO09175+ DURA RX
FURADANTI N
NI TROFURANTOI N

REVI SED Pl - ADVERSE REACTI ONS(M SCELLANEQUS SUBSECTI ON)

N009176+ PFI PHARMECS RX
CORTRI L
HYDROCORTI SONE

N009182+ ROCHE RX
GANTRI SI N PEDI ATRI C
SULFI SOXAZOLE ACETYL

N009190 SAVAGE LABS RX
ETHI ODOL
ETHI ODI ZED O L

N009193+ MERCK RX
COGENTI N
BENZTROPI NE MESYLATE

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SUP# LATEST

018

045

165

025

008

026

005

017

016

034

PAGE 12

APPROVAL DATE

DATE

15- APR-96 27-JUN- 96

12- NOv- 98

22- APR- 98

09- DEC-91

08- MAY- 81

25- AUG 99

18-JUN-79

04- AUG 93

10- SEP- 85

26- SEP- 96

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

ADL

FPL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N009218+
COUMADI N
WARFARI N SCDI UM

N009238+
PROGESTERONE
PROGESTERONE

N009319+
AMBENYL
CODElI NE PHOSPHATE

N009321+
CHOLOGRAFI N MEGLUM NE
| ODI PAM DE MEGLUM NE

NO009330+
LANOXI N PEDI ATRI C
DI GOXI N

REVI SED PI - PRECAUTI ONS, OVERDOSAGE

N009386+
MYLERAN
BUSULFAN

N009388+
DI AMOX
ACETAZOLAM DE SODI UM

N009402+
DELESTROGEN
ESTRADI OL VALERATE

N009435+
NESACAI NE- MPF
CHLOROPROCAI NE HYDROCHLORI DE

N009458
CORTI SONE ACETATE
CORTI SONE ACETATE

SPONSOR RXOTC CODE DOC TYPE
DUPONT MERCK RX
ELI LILLY RX
FOREST LABS RX
BRACCO DXS RX
GLAXO VEELLCOVE RX
GLAXO VELLCOVE RX
LEDERLE PARENTERALS RX

BRI STOL MYERS SQUI BB RX

ASTRAZENECA RX

GLOBAL PHARMS RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
097 17- FEB- 00
013 16- NOv- 84
024 10- NOv- 93
023 11- MAY-95
020 15-JUL-98
015 29-JUL-94
030 01-JUL-94
036 17-JUN- 98
025 26- AUG 88
073  06-CCT-93

PAGE 13

ACKNOMLEDGE ADL / FPL

DATE

01-JUL-96

FPL

ADL

FPL

FPL

ADL

ADL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 14

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

TRADE NAME
| NGREDI ENT

N009470+
XYLOCAI NE VI SCOUS
LI DOCAI NE HYDROCHLORI DE

N009486+
BENADRYL PRESERVATI VE FREE
DI PHENHYDRAM NE HYDROCHLORI DE

NO09509+
ARAM NE
METARAM NCOL BI TARTRATE

NO09561+
HYPAQUE
DI ATRI ZOATE SODI UM

N009627
RESERPI NE
RESERPI NE

N009698
M LTOMWN
MEPROBANMATE

NO09766+
METI CORTEN
PREDNI SONE

NO09768+
PLAQUENI L
HYDROXYCHLOROQUI NE SULFATE

N009829+
MESTI NON
PYRI DOSTI GM NE BROM DE

N009838+
RESERPI NE
RESERPI NE

NO09866+
SOLU- CORTEF

ASTRAZENECA

PARKE DAVI S DIV W

MERCK

NYCOVED

GLOBAL PHARMS

WALLACE PHARMS

SCHERI NG

SANOFI  SYNTHELABO

I CN PHARMS

EON MANUFACTURE LABS

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

RX SLR

(+ - Represents a Referenced Drug )

020

022

019

077

024

031

014

029

007

033

APPROVAL DATE

DATE

18- APR- 94

18- NOv- 97

22- DEC- 87

15- JUN- 95

16- SEP- 92

27- NOV- 98

13- APR- 94

26- MAY- 94

27- JAN- 86

06- NOV- 96

10- VAR- 98

FPL

FPL

ADL

FPL

FPL

ADL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PHARVACI A AND UPJCHN RX SLR 061 28- DEC- 93 FPL

HYDROCORTI SONE SCDI UM SUCCI NATE

NO09900+ PHARVACI A AND UPJCHN RX SLR 023 28-DEC- 93 FPL
CORTEF
HYDROCORTI SONE CYPI ONATE

N009925+ ASTRAZENECA RX SLR 027 25- APR- 83
DYCLONE
DYCLONI NE HYDROCHLORI DE

N009986+ PHARVACI A AND UPJCOHN RX SLR 055 28- DEC- 93 FPL
DELTASONE
PREDNI SONE

N010010+ BAYER RX SLR 021 24- OCT- 90
STl LPHOSTROL
DI ETHYLSTI LBESTROL DI PHOSPHATE

N010021+ ABBOTT LABS RX SLR 036 08- DEC- 83
PLACI DYL
ETHCHLORVYNOL

N010028+ WYETH AYERST LABS RX SLR 025 06- JAN- 88

EQUANI L
MEPROBAMATE

N010040+ BRACCO DXS RX SLR 166 09- SEP-94 ADL
CYSTOGRAFI N DI LUTE
DI ATRI ZOATE MEGLUM NE

NO010060+ APOTHECON RX SLR 015 24- MAR- 95 FPL
FLORI NEF
FLUDROCORTI SONE ACETATE

N010104+ MERCK RX SLR 016 24- MAY- 95 FPL
MEPHYTON
PHYTONADI ONE

N010124 LANNETT RX SLR 006 15- SEP- 87
SERPALAN
RESERPI NE

NO010151+
DI LANTI N

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PARKE DAVI S RX SLR 031 22- NOV- 95

PHENYTO N SODI UM

NO10155+ SANCOFI  SYNTHELABO RX SLR 015 03- JAN- 86

MYTELASE

AMBENONI UM CHLORI DE

N010187+ NOVARTI S PHARMS RX SLR 050 20- FEB- 98 FPL
RI TALI' N

METHYLPHENI DATE HYDROCHLORI DE

REVI SED PI TO PROVI DE FOR THE ADDI TI ON OF STATEMENTS TO THE ADVERSE REACTI ONS
SECTI ON REGARDI NG NEUROLEPTI C MALI GNANT SYNDROME- LI KE EVENTS

N010210+ SCHERI NG RX SLR 019 30-DEC-94 07- NOV- 95 FPL
METI MYD
SULFACETAM DE SCDI UM

N010251+ LAYTON RX SLR 018 08- DEC-94 FPL
I NVERSI NE
MECAMYLAM NE HYDROCHLORI DE

N010348+ WYETH AYERST LABS RX SLR 018 07- JUN- 85
SPARI NE
PROVAZI NE HYDROCHLORI DE

N010349+ WYETH AYERST LABS RX SLR 018 11- AUG 88
SPARI NE
PROVAZI NE HYDROCHLORI DE

NO010375+ 3M PHARMACEUTI CALS RX SLR 023 30- DEC- 97
| SOPROTERENOL HCL
| SOPROTERENOL HYDROCHLORI DE

NO010379+ JONES PHARVA RX SLR 040 17- MAR- 95 FPL
CYTOVEL
LI OTHYRONI NE SODI UM

N010392+ RCERI G RX SLR 031 20- MAY- 85
ATARAX
HYDROXYZI NE HYDROCHLCORI DE

N010402+
PREVARI N

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
WYETH AYERST LABS RX SLR 035 29- MAY- 98 ADL

ESTROGENS, CONJUGATED

NO010417+ ASTRAZENECA RX SLR 022 12- VAR- 99
XYLOCAI NE 4% PRESERVATI VE FREE
LI DOCAI NE HYDROCHLORI DE

N010485+ RCERI G RX SLR 016 20- MAY- 85
ATARAX
HYDROXYZI NE HYDROCHLORI DE

N010496+ ASTRAZENECA RX SLR 019 12- VAR- 99
XYLOCAI NE 5% W GLUCCSE 7. 5%
LI DOCAI NE HYDROCHLORI DE

NO10515+ ABBOTT LABS RX SLR 023 23- FEB- 00 FPL
| SUPREL

| SOPROTERENCL HYDROCHL ORI DE

N010533 NOVARTI S PHARMS RX SE1 024 20- MAR- 98 FPL
PBZ- SR

TRI PELENNAM NE HYDROCHLORI DE

LABELI NG REVI SI ONS | N RESPONSE TO FR NOTI CE "DESI NOTI CE"

N010562+ MERCK RX SLR 029 26- AUG 93 FPL
HYDELTRA- TBA

PREDNI SOLONE TEBUTATE

NO10571+ SKB PHARMS RX SLR 092 30- SEP- 92

COVPAZI NE SLR 094 30- SEP- 92

PROCHLORPERAZI NE MALEATE

NO010596+ PARKE DAVI S RX SLR 010 24- JAN- 90
CELONTI N
METHSUXI M DE

NO10611+ PHARVACI A AND UPJCHN RX SLR 037 20- MAY-91 13- AUG 91
HALOTESTI N SLR 038 20- MAY- 91
FLUOXYMESTERONE

NO010669+

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
GLAXO VELLCOVE RX SLR 017 09- FEB-96 15- APR-96 FPL
L EUKERAN
CHLORAMBUCI L
NO010679+ AVENTI S PHARMVS RX SLR 021 04- NOv- 80
CANTI L SLR 022 04- NOv- 80
MEPENZOLATE BROM DE
N010742+ SKB PHARMS RX SLR 061 30- SEP-92
COVPAZI NE SLR 064 30- SEP- 92
PROCHLORPERAZI NE EDI SYLATE
NO10775+ SCHERI NG RX SLR 018 31- MAY- 85
TRI LAFON
PERPHENAZ| NE
N010799+ VWH TEHALL ROBI NS orc SLR 071 30- APR- 96 FPL
DI METAPP
BROVPHENI RAM NE MALEATE
N010831 ORGANI CS/ LAGRAN RX SLR 052 28- APR- 88
CORTI COTROPI N
CORTI COTROPI N
N010909+ SCHERI NG RX SLR 010 30- DEC- 94 FPL
M RADON
ANl SI NDI ONE
N010926 WYETH AYERST LABS RX SLR 010 22- JAN- 88
PHENERGAN
PROVETHAZI NE HYDROCHL ORI DE
N010929 BRACCO DXS RX SLR 019 23- FEB- 81
| ODOTOPE
SODIUM | 0Dl DE, 1-131
NO010971+ WYETH AYERST LABS RX SLR 042 07- SEP- 95
PMB 200
MEPROBANVATE
N010996+ LILLY RX SLR 058 02- SEP-94 FPL

DARVON COVPOUND- 65
PROPOXYPHENE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO010997+ LILLY RX SLR 042 02- SEP-94 FPL
DARVON
PROPOXYPHENE HYDROCHLORI DE
NO011000+ SKB PHARMS RX SLR 080 30- SEP- 92
COVPAZI NE SLR 081 30- SEP- 92

PROCHLORPERAZI NE MALEATE

NO11011+ ROBI NS AH RX SLR 060 25- CCT- 85
ROBAXI N- 750
METHOCARBAMOL

N011111+ PFlI ZER LABS RX SLR 024 20- JUN- 85
VI STARI L
HYDROXYZI NE HYDROCHLORI DE

N011120+ SKB PHARMS RX SLR 081 22- APR- 98 FPL
THORAZI NE
CHLORPROMAZI NE HYDROCHLORI DE

REVI SED PI - PRECAUTI ONS

NO11127+ SKB PHARMS RX SLR 056 30- SEP- 92
COVPAZI NE SLR 058 30- SEP- 92
PROCHL ORPERAZI NE

NO011145+ MERCK RX SLR 085 09- DEC- 98 FPL
DI URI L
CHLOROTHI AZI DE SODI UM

N011153+ PHARVACI A AND UPJCHN RX SLR 051 28- DEC- 93 FPL
MEDROL

METHYLPREDNI SOLONE

N011161+ FUJI SAWA HLTHCARE RX SLR 049 07- SEP-93 FPL
ARl STOCORT

TRI AMCI NOLONE

N011178+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

| SUPREL
| SOPROTERENCL HYDROCHL ORI DE

N011188
COVPAZI NE
PROCHLORPERAZI NE EDI SYLATE

N011210+
TESSALON
BENZONATATE

N011213+
TRI LAFON
PERPHENAZ| NE

N011245+
GASTROGRAFI N
DI ATRI ZOATE SODI UM

N011265+
PHENERGAN W DEXTROMETHORPHAN
PROVETHAZI NE HYDROCHLORI DE

N011270+
FUROXONE
FURAZCOLI DONE

N011283
KENACORT
TRI AMCI NOLONE

N011287+
KAYEXALATE
SODI UM POLYSTYRENE SULFONATE

N011323+
FUROXONE
FURAZCOLI DONE

N011324
S| NOGRAFI N
| ODI PAM DE MEGLUM NE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
SANCOFI  SYNTHELABO RX SLR
SKB PHARMS RX SLR
SLR
FOREST LABS RX SLR
SCHERI NG RX SLR
BRACCO DXS RX SLR
WYETH AYERST LABS RX SLR
ROBERTS LABS RX SLR

BRI STOL MYERS SQUI BB RX

SANCOFI  SYNTHELABO RX
ROBERTS LABS RX
BRACCO DXS RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SUP#

037

047
048

031

011

029

024

016

044

016

015

020

LATEST
APPROVAL
DATE

30- SEP- 98

30- SEP-92
30- SEP-92

04- SEP- 92

31- MAY- 85

05- AUG 94

27- FEB- 96

20- JUN- 86

07- SEP-93

21-OCT-91

03- MAR- 87

26-JUN-79

PAGE 20

ACKNOMLEDGE ADL / FPL
DATE

05- APR-93 FPL

FPL

27- JAN- 97

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO011325+ APOTHECON RX SLR 027 30- OCT- 87
VESPRI N
TRl FLUPROVAZI NE HYDROCHLORI DE
N011338+ WYETH AYERST LABS RX SLR 015 30-JUL- 87
FLUOTHANE
HAL OTHANE
N011340+ PURDUE FREDERI CK RX SLR 008 21- AUG 91
CERUMENEX
TROLAM NE POLYPEPTI DE OLEATE CONDENSATE
NO11355+ ABBOTT LABS RX SLR 012 19- MAR- 99 FPL
ENDRATE

EDETATE DI SODI UM

Revi sed Pl - PRECAUTI ONS, DOSAGE AND ADM NI STRATI ON

N011366+ MERCK RX SLR 027 24- OCT- 94 FPL
DARANI DE
DI CHLORPHENAM DE

N011386 NYCOVED RX SLR 033  15-JUN-95 ADL
HYPAQUE
DI ATRI ZOATE SCDI UM

N011459+ PFI ZER LABS RX SLR 023 21- MAY- 79
VI STARI L
HYDROXYZI NE PAMOATE

NO011467+ SANCOFI  SYNTHELABO RX SLR 025 19- APR- 88
TRANCCPAL
CHL ORMEZANONE

N011483+ WYETH AYERST LABS RX SLR 011 06- SEP- 83
SYNALGOS- DC
DI HYDROCODEI NE Bl TARTRATE

N011522+ SHI RE Rl CHWOOD RX SLR 017 25-JUL-97 FPL
ADDERALL 30
DEXTROAMPHETAM NE SULFATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO011525+ AKORN RX SLR 011 05- JUN-91

CARDI O- GREEN
| NDOCYANI NE GREEN

NO011529+ JOHNSON RW RX SLR 049 19- DEC- 94 FPL
PARAFON FORTE DSC
CHLORZOXAZONE

NO011552+ SKB PHARMS PR RX SLR 100 17- SEP- 86
STELAZI NE
TRI FLUOPERAZI NE HYDROCHLORI DE

NO11556+ NOVARTI S PHARMS RX SLR 045 07- APR- 86
ANTURANE
SULFI NPYRAZONE

NO11557+ SCHERI NG RX SLR 014 31- MAY- 85
TRI LAFON
PERPHENAZ| NE

NO11559+ ELI LILLY RX SE3 028 30- JAN- 98
BREVI TAL SODI UM SE3 029 30- JAN- 98
METHOHEXI TAL SODI UM

ADDI TI ONAL ROUTES OF ADM NI STRATI ON - | M AND RECTAL USE | N PEDATRI C PATI ENTS.

N011600+ APCOTHECON RX SLR 026 04- APR- 87
KENALOG
TRI AMCI NOLONE ACETONI DE

NO011601+ APCTHECON RX SLR 035 24- MAR- 80
KENALOG
TRI AMCI NOLONE ACETONI DE

N011613+ MEDEVA PHARMS RX SLR 023 27- FEB- 98 FPL
| ONAM N

PHENTERM NE RESI N COVPLEX

Revi si on of WARNI NGS section to strengthen the inpact of the warning in regard

to val vul ar heart disease.

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

NO011635+ MERCK RX SLR 045 16- DEC- 94 FPL
DI UPRES- 500
RESERPI NE

NO11641+ PFlI ZER LABS RX SLR 055 12- VAY- 87
DI ABI NESE
CHLORPROPAM DE

NO11642+ PURDUE FREDERI CK RX SLR 012  16-JUN-99 ADL
CARDI OQUI N
QUI NI DI NE POLYGALACTURCNATE

N011664+ MERCK RX SLR 050 25- AUG 93 FPL
DECADRON
DEXAMETHASONE

NO11679+ ABBOTT LABS RX SLR 018 30- MAR-95 26- APR- 96 FPL
PENTOTHAL
THI OPENTAL SCDI UM

N011683+ I MVUNEX RX SLR 023 23- FEB- 93 FPL
THI OTEPA
THI OTEPA

N011685+ LEDERLE LABS RX SLR 020 07- SEP-93 FPL
ARl STOCORT
TRI AMCI NOLONE DI ACETATE

N011689+ WYETH AYERST LABS RX SLR 009 22- JAN- 88
PHENERGAN
PROVETHAZI NE HYDROCHLORI DE

N011694+ ROBI NS AH RX SLR 043 09- NOV-93  01- NOv-94 FPL
DI METANE- DC
PHENYL PROPANCLAM NE HYDROCHLORI DE

NO11702+ WETH AYERST LABS RX SLR 029  29-OCT-85
EQUAGESI C
MEPROBANATE

NO11707+
NUMORPHAN

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ENDO PHARMS RX SLR 026 29- OCT- 97

OXYMORPHONE HYDROCHLORI DE

N011719+ LEDERLE LABS RX SLR 099 29- OCT- 99 FPL
METHOTREXATE SODI UM PRESERVATI VE FREE
METHOTREXATE SODI UM

N011721+ LEDERLE LABS RX SE1 015 25-NOV-91 02- APR-92
NEPTAZANE SLR 025 25-NOV-91 02- APR-92
METHAZOLAM DE

N011722+ AVENTI S PHARVS RX SLR 027 06- MAY- 99
TENUATE
DI ETHYLPROPI ON HYDROCHL ORI DE

PRECAUTI ONS/ Pr egnancy

N011730+ WYETH AYERST LABS RX SLR 023 19- AUG- 99
MEPERGAN
PROVETHAZI NE HYDROCHLORI DE

NO011738+ ENDO PHARMS RX SLR 013 29- OCT- 97
NUMORPHAN
OXYMORPHONE HYDROCHLORI DE

N011745 ROCHE RX SLR 008 06- NOv- 91
KONAKI ON
PHYTONADI ONE

NO11751+ APOTHECON RX SLR 095 30- MAY- 97 FPL
PROLI XI' N
FLUPHENAZI NE HYDROCHLORI DE

N011757+ PHARVACI A AND UPJCHN RX SLR 063 14- DEC- 89
DEPO- MEDROL
METHYLPREDNI SOLONE ACETATE

N011777 MALLI NCKRODT MEDI CAL RX SLR 013 31- MAR- 80
SODI UM PHOSPHATE P 32
SODI UM PHOSPHATE, P- 32

NO011790+
ROBAXI N

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

TRADE NAME
| NGREDI ENT

METHOCARBAMOL

NO011792+
SOVA
CARI SOPRODOL

N011793
ESI DRI X
HYDROCHLOROTHI AZI DE

NO011795
VI STARI L
HYDROXYZI NE PAMOATE

N011808+
MELLARI L
THI ORI DAZI NE HYDROCHLORI DE

N011835+
HYDRODI URI L
HYDROCHLOROTHI AZI DE

N011839+
PROVERA
MEDROXYPROGESTERONE ACETATE

REVI SED WARNI NGS SECTI ON OF PACKAGE | NSERT

N011856+
SOLU- MEDROL

METHYLPREDNI SOLONE SODI UM SUCCI NATE

N011860+
HUMORSOL
DEMECARI UM BROM DE

N011870+
DI URI L
CHLOROTHI AZI DE

N011891+
DURABCLI N
NANDROLONE PHENPROPI ONATE

ROBI NS

WALLACE LABS

NOVARTI S PHARM

PFlI ZER LABS

NOVARTI S PHARMS

MERCK

PHARVACI A AND UPJCHN

PHARVACI A AND UPJCOHN

MERCK

MERCK

ORGANON

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SE1

SLR

SLR

SLR

SLR

032

028

064

011

150

060

068

077

024

031

010

APPROVAL DATE
DATE

20- JUN- 83

27- OCT- 86

01- DEC-94

21- VAY- 79

16- OCT- 90

05- NOv- 98

04- AUG 98

04- SEP-91

22- DEC- 93

09- DEC- 98

19- NOv- 85

FPL

FPL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

TRADE NAME APPROVAL DATE

| NGREDI ENT DATE

NO011903+ ALCON RX SLR 014  08-JUL-92 13-JUL-93
ZOLYSE
CHYMOTRYPSI N
NO11909+ PARKE DAVI S RX SLR 017 07- MAY- 93 FPL
NARDI L SLR 019 07- MAY- 93 FPL
PHENELZI NE SULFATE SLR 021 07- MAY- 93 FPL
N011949+ ROBERTS LABS RX SLR 024  02-DEC- 88
SALURON
HYDROFLUMETHI AZI DE
N011958+ MERCK RX SLR 055 23- MAY- 95 FPL
HYDROPRES 50
RESERPI NE
N011960 FUJI SAWA HLTHCARE RX SLR 012 02- NOvV- 93 FPL
ARl STOCORT

TRI AMCI NOLONE DI ACETATE

N011963+ AYERST LAB RX SLR 017 01- AUG 79
PHOSPHOLI NE | ODI DE
ECHOTHI OPHATE | ODI DE

N011971 ABBOTT LABS RX SLR 018 18- AUG- 78
ORETI C SLR 019 18- AUG- 78
HYDROCHLOROTHI AZI DE

NO11977+ MERCK RX SLR 026 21- OCT- 94 FPL
DECADRON
DEXAMETHASONE SODI UM PHOSPHATE

N011984+ MERCK RX SLR 039 21- OCT- 94 FPL
DECADRON
DEXAMETHASONE SODI UM PHOSPHATE

N012003+ KNOLL PHARM RX SLR 016 30- JAN- 80
AKI NETON
Bl PERI DEN HYDROCHLCORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N012015+ MERCK RX SLR 021 26- SEP- 96 FPL
COGENTI N
BENZTROPI NE MESYLATE
N012034 SCHERI NG RX SLR 011 28- MAY- 85
PERM TI L
FLUPHENAZI NE HYDROCHLORI DE
N012041+ APOTHECON RX SLR 027 06- OCT- 93
KENALOG- 10
TRI AMCI NOLONE ACETONI DE
N012052+ MERCK RX SLR 042 26- AUG 93 FPL
HYDROCORTONE
HYDROCORTI SONE SODI UM PHOSPHATE
N012071+ MERCK RX SLR 039 26- AUG 93 FPL
DECADRON
DEXAMETHASONE SODI UM PHOSPHATE
N012093+ WYETH AYERST LABS RX SLR 043 16- JUN- 99 FPL
| SORDI L

| SOSORBI DE DI NI TRATE

N012097+ APOTHECON RX SLR 006 08- FEB- 77
KENALOG | N ORABASE
TRI AMCI NOLONE ACETONI DE

N012104+ APOTHECON RX SLR 019 02-CCT-79
KENALOG
TRI AMCI NOLONE ACETONI DE

N012122+ ELI LILLY RX SLR 039 12- MAY- 97 FPL
GLUCAGON
GLUCAGON HYDROCHLORI DE

N012125+ EASTVAN KODAK RX SLR 034 04- MAR- 92
CARBOCAI NE
MEPI VACAI NE HYDROCHL ORI DE

N012141+
CYTOXAN

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BRI STOL MYERS SQUI BB RX SLR 084 28- MAY- 99 FPL

CYCLOPHOSPHAM DE

N012142+ BRI STOL MYERS SQUI BB RX SLR 102 28- MAY- 99 FPL
LYOPHI LI ZED CYTOXAN
CYCLOPHOSPHAM DE

N012145+ APOTHECON RX SLR 023 08- CCT- 87
PROLI XI' N SLR 024  08-CCT- 87
FLUPHENAZI NE HYDROCHLORI DE

N012148+ ABBOTT LABS RX SLR 018 16- FEB- 94 FPL
ORETI CYL 50 SLR 019 16- FEB- 94 FPL
HYDROCHLOROTHI AZI DE

N012151+ SEARLE PHARMS RX SLR 060 26- MAR- 99 FPL
ALDACTONE
SPI RONOLACTONE

N012152+ SM THKLI NE BEECHAM RX SLR 043 17- JAN- 89
ORNADE
PHENYLPROPANCLAM NE HYDROCHLORI DE

N012154+ ABBOTT LABS RX SLR 021 08- SEP- 81
UREAPHI L
UREA

N012157+ 3M PHARMACEUTI CALS RX SLR 022 11- MVAY-95 FPL
NORFLEX
ORPHENADRI NE Cl TRATE

N012164+ APCTHECON RX SLR 024 12-JUL- 82
NATURETI N- 10
BENDROFLUMETHI AZI DE

N012179+ WALLACE LABS RX SLR 018 29-JUL-97 16- OCT-97 FPL
VOSCL
ACETI C ACI D, GLACI AL

Revised Pl to add a Pediatric Use subsection to the PRECAUTI ONS section. FPL
Acknow edged and Retained on 10/ 16/97

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

N012193+ NOVARTI S PHARM RX SLR 069 23- AUG 95 FPL
SER- AP- ES
RESERPI NE

N012209+ I CN PUERTO RI CO RX SLR 033 12- VAY- 94 FPL
FLUOROURACI L
FLUOROURACI L

N012223+ MERCK RX SLR 027  24- APR 95 FPL
AQUANVEPHYTON
PHYTONADI ONE

N012248+ WYETH AYERST LABS RX SLR 013 15- MAR- 82
PLEG NE
PHENDI METRAZI NE TARTRATE

N012250+ STERLI NG W NTHROP RX SLR 019 27- APR- 99
CARBOCAI NE
MEPI VACAI NE HYDROCHLORI DE

N012265+ SCHERI NG RX SLR 024  24-JUL-89
NAQUA
TR CHLORMETHI AZI DE

N012281+ ROBI NS RX SLR 041 14- JAN- 86
ROBAXI SAL
METHOCARBAMOL

N012283+ AVENTI S PHARM PROD RX SLR 045 31- MAR- 93 FPL
HYGROTON
CHLORTHALI DONE

N012301+ I CN PHARMS RX SLR 020 05- JAN- 88
LI BRI UM
CHLORDI AZEPOXI DE HYDROCHLORI DE

N012329+ NOVARTI S PHARM RX SLR 054 22- OCT- 86
| SMELI N
GUANETHI DI NE MONGCSULFATE

N012339+
BRONKOSOL

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
SANCOFI  SYNTHELABO RX SLR 058 12-JUL- 94 FPL

| SCETHARI NE HYDROCHL ORI DE

N012342+ SKB PHARMS RX SLR 037 09- MAY- 91

PARNATE SLR 039 09- MAY- 91

TRANYLCYPROM NE SULFATE SLR 040 09- MAY- 91
SLR 044  09- MAY-91
SLR 046 09- MAY- 91

N012359+ ROBERTS LABS RX SLR 029 22- JUN- 88

SALUTENSI N- DEM

RESERPI NE

N012365+ WALLACE PHARMS RX SLR 030 10- JAN- 86

SOVA  COMPOUND

CARI SOPRODOL

N012366+ WALLACE PHARMS RX SLR 021 16- JAN- 86

SOVA COVPOUND W CCODEI NE
CODElI NE PHOSPHATE

N012376+ MERCK RX SLR 028 27- AUG 93 FPL
DECADRON

DEXAMETHASONE

N012383+ MERCK RX SLR 021 12- VAY-88 18- NOv- 88
COLBENEM D SLR 023 12- VAY-88 18- NOv- 88
PROBENECI D SLR 024 12- VAY-88 18- NOv-88
N012421+ PHARVACI A AND UPJCOHN RX SLR 022 02- APR- 82

MEDROL ACETATE
METHYLPREDNI SOLONE ACETATE

N012427+ PHARVACI A AND UPJCOHN RX SLR 019 31- DEC- 85
DI DREX
BENZPHETAM NE HYDROCHLORI DE

N012429+ GLAXO VEELLCOVE RX SLR 015 15-JuL-91

THI OGUANI NE
THI OGUANI NE

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

N012436+
DI METAPP
PHENYL PROPANCLAM NE HYDROCHLORI DE

ANTI H STAM NE WARNI NG STATEMENT

N012462+
LOMOTI L
DI PHENOXYLATE HYDROCHLORI DE

N012489+
EXNA
BENZTHI AZI DE

N012516+
SANSERT
METHYSERG DE MALEATE

N012524+
ENDURON
METHYCLOTHI AZI DE

N012541+
DEPO- PROVERA
MEDROXYPROGESTERONE ACETATE

REVI SED PI - PRECAUTI ONS

N012546+
TENUATE DOSPAN
DI ETHYLPROPI ON HYDROCHL ORI DE

PRECAUTI ONS/ Pr egnancy
N012583+

OPHTHETI C
PROPARACAI NE HYDROCHL ORI DE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

VWH TEHALL ROBI NS

SEARLE

ROBI NS

NOVARTI S PHARMS

ABBOTT LABS

PHARVACI A AND UPJCHN

AVENTI S PHARMS

ALLERGAN PHARM

RXOTC CODE DOC TYPE

SLR

SLR

SLR

SLR
SLR

SLR

SLR

SLR

SLR
SLR

PAGE 31

SUP# LATEST ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

071  05-DEC 97

040 18- FEB- 94 FPL

022 01- DEC-94 FPL

040 15- OCT- 99
046 15- OCT-99

030 23-JUN- 82

067 28- NOV- 97 ADL

029  06- MAY-99

008 23- SEP- 76
010 23- SEP- 76



(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

N012594
METAHYDRI N
TRI CHLORMETHI AZI DE

N012616+
ALDACTAZI DE
SPI RONOLACTONE

REVI SED PI - PRECAUTI ONS

N012623+
FLAGYL
METRONI DAZOLE

N012649+
PERI ACTI N
CYPROHEPTADI NE HYDROCHLORI DE

N012657+
CELESTONE
BETAMETHASONE

N012665+
VELBAN
VI NBLASTI NE SULFATE

N012678+
TOLBUTAM DE
TOLBUTAM DE

N012697+
TRI SORALEN
TRI OXSALEN

N012699+
LOMOTI L
DI PHENOXYLATE HYDROCHLORI DE

SPONSOR

AVENTI S PHARMS

SEARLE PHARMS

SEARLE PHARMS

MERCK

SCHERI NG

ELI LILLY

EON MANUFACTURE LABS

| CN PHARMS

SEARLE

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR

SLR

SLR

SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP#

018

062

048

049

051
053

047

020

031

043

011

035

LATEST
APPROVAL
DATE

28- JAN- 94

21- APR- 99

07- MAY- 96

07- MAY- 96

07- MAY- 96
07- MAY- 96

25- FEB- 00

13- APR- 94

20- DEC- 96

26- AUG- 88

16- APR- 84

18- FEB- 94

PAGE 32

ACKNOW.EDGE
DATE

08- SEP-97
08- SEP-97
08- SEP- 97
08- SEP- 97

ADL / FPL

FPL

FPL

FPL

FPL

FPL
FPL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N012703+ ZENECA PHARVS RX SLR 073 10-JUL- 86
ELAVI L
AM TRI PTYLI NE HYDROCHLORI DE
N012704+ ZENECA PHARMVS RX SLR 033 24- JUN- 91
ELAVI L SLR 035 24- JUN-91

AM TRI PTYLI NE HYDROCHLORI DE

N012708+ WALLACE LABS RX SLR 022 12- AUG 93 FPL
DI UTENSEN- R
RESERPI NE

N012715+ ROCHE RX SLR 024 04- MAY- 78
GANTANCL
SULFAMETHOXAZOLE

N012728+ JOHNSON RW RX SLR 188 10-JUL-98 FPL
ORTHO NOVUM 1/ 50 21
NORETHI NDRONE

REVI SED PI WARNI NGS, | NDI CATI ONS AND USAGE. REVI SED PPl - | NTRODUCTI ON

N012731+ MERCK RX SLR 011 05- SEP- 84

DECASPRAY

DEXAMETHASONE

N012753+ NOVARTI S PHARMS RX SLR 051 06- AUG- 97 FPL
TORECAN SLR 057 06- AUG- 97 FPL
THI ETHYLPERAZI NE MALEATE SLR 064 06- AUG 97 FPL
N012754+ NOVARTI S PHARMS RX SLR 025 06- AUG 97 FPL
TORECAN SLR 028 06- AUG 97 FPL
THI ETHYLPERAZI NE MALATE SLR 034 06- AUG- 97 FPL
N012770+

VOsQL HC

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
WALLACE LABS RX SLR 024 29-JUL-97 19- NOV- 97 FPL

HYDROCORTI SONE

REVI SED PI - PRECAUTI ONS

N012775+ ABBOTT LABS RX SLR 033 25- SEP- 91
ENDURONYL FORTE SLR 035 25- SEP- 91
METHYCLOTHI AZI DE

N012787+ MEDI CI S RX SLR 060 06- MAR- 95 FPL
SYNALAR SLR 061 06- MAR- 95 FPL
FLUOCI NOLONE ACETONI DE

NO12796+ ROBI NS AH RX SLR 048  24- JUN-98
QUI NI DEX
QUI NI DI NE SULFATE

N012802+ LEDERLE LABS RX SLR 024 07- SEP-93 FPL
ARl STOCORT
TRI AMCI NOLONE DI ACETATE

N012806+ OCLASSEN PHARMS RX SLR 022 14- NOv- 86
CORDRAN
FLURANDRENCLI DE

N012813+ ALLERGAN PHARM RX SLR 043 03- AUG 98 FPL
BLEPHAM DE
SULFACETAM DE SCDI UM

N012827+ HORI ZON PHARM RX SLR 034 16-JUL- 85
ROBI NUL FORTE
GLYCOPYRROLATE

N012836+ BOEHRI NGER | NGELHEI M RX SLR 051 03-JUL-97 FPL
PERSANTI NE

DI PYRI DAMOLE

N012845+ PFI ZER RX SLR 026 24- JUN- 98 FPL
RENESE

POLYTHI AZI DE

N012882+

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

| SORDI L
| SOSORBI DE DI NI TRATE

N012885+
W NSTROL
STANOZOLOL

N012892+
URACI L MJUSTARD
URACI L MUSTARD

N012911+
METOPI RONE
METYRAPONE

N012940+
| SORDI L
| SOSORBI DE DI NI TRATE

N012945+
DI AMOX
ACETAZOLAM DE

N012967+
ORAGRAFI N SCDI UM
| PODATE SODI UM

N012972+
METATENSI N #4
TRI CHLORMETHI AZI DE

N013025+
THAM
TROVETHAM NE

N013026+
TRECATOR- SC
ETHI ONAM DE

NO13055+
NORFLEX
ORPHENADRI NE Cl TRATE

N013056+

SPONSOR

WYETH AYERST LABS

SANCOFI  SYNTHELABO

ROBERTS LABS

NOVARTI S PHARM

WYETH AYERST LABS

LEDERLE LABS

BRACCO DXS

AVENTI S PHARMS

ABBOTT LABS

WYETH AYERST LABS

3M PHARMACEUTI CALS

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
032 11- JAN- 95
036 27- FEB- 92
016  06- MAY-99
015 13- MAR- 92
043 16- JUN- 99
027 15- NOv- 90
035 13- APR- 88
025  01-JUN-88
037 11- FEB- 00
009 10- MAR- 97
008  03-NOvV-75

PAGE 35

ACKNOMLEDGE ADL / FPL

DATE

06- SEP- 95 FPL

ADL

31-JUL-92

FPL

FPL
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NDA
TRADE NAME
| NGREDI ENT

PENTHRANE
METHOXYFLURANE

N013087+
DI METAPP
PHENYLPROPANCLAM NE HYDROCHLCORI DE

N013132+
DECA- DURABCLI N
NANDROLONE DECANCATE

N013174+
DYRENI UM
TRI AMTERENE

NO013217+
SKELAXI N
METAXALONE

N013220+
PERI ACTI N
CYPROHEPTADI NE HYDROCHLORI DE

N013247+
TORECAN
THI ETHYLPERAZI NE MALEATE

N013263+
VALI UM
DI AZEPAM

N013264+
HYDROMOX
QUI NETHAZONE

N013295+
CONRAY 43
| OTHALAVATE MEGLUM NE

N013334+
DECADRON W XYLOCAI NE
LI DOCAI NE HYDROCHLORI DE

N013378+

SPONSOR RXOTC CODE DOC TYPE
ABBOTT LABS RX

VWH TEHALL ROBI NS orc

ORGANON RX

VELLSPRI NG PHARM RX

CARNRI CK RX

MERCK RX

NOVARTI S PHARMS RX

ROCHE RX

LEDERLE LABS RX

MALLI NCKRODT MEDI CAL RX

MERCK RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL DATE

021

039

018

058

017

041

016

067

020

057

032

DATE

25- MAY- 78

28- DEC- 84

16- JUN- 87

13- SEP- 94

04- DEC- 85

21- JUN- 96

09- AUG- 89

13- JAN- 84

07-JUN-78

13- JAN- 95

27- AUG 93

PAGE 36

ACKNOMLEDGE ADL / FPL

FPL

29- DEC- 95 FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ELI LILLY I NDS RX SLR 030 27- NOV- 90
DYMELOR
ACETCHEXAM DE
N013400+ MERCK RES RX SLR 085 10- NOv- 98 FPL
ALDOVET
METHYLDOPA
N013401+ MERCK RX SLR 046 05- AUG 97 FPL
ALDOVET SLR 047 05- AUG 97 FPL

METHYLDOPATE HYDROCHLORI DE

N013402+ MERCK RX SLR 081 23-JUL-99 FPL
ALDCORI L D50

METHYLDOPA

N013416+ 3M PHARMACEUTI CALS RX SLR 020 31-JAN- 86

NORGESI C FORTE
ORPHENADRI NE Cl TRATE

N013422+ ALCON RX SLR 024 26- SEP- 96
MAXI DEX
DEXAMETHASONE

N013483+ SCHERI NG PLOUGH arc SLR 015 11- SEP-81
DI SOPHROL
PSEUDCEPHEDRI NE SULFATE

NO013601+ APCTHECON RX SLR 052 19- MAR- 97
MJCOWYST
ACETYLCYSTEI NE

N013625 SEARLE RX SLR 181 24- JAN- 00
NORI NYL 1+50 21- DAY
NORETHI NDRONE

N013636+ PFI ZER LABS RX SLR 016 09- AUG 83
RENESE- R
RESERPI NE

N013684 BAXTER HLTHCARE RX SLR 067 11-JUL-83

OSM TROL 15% | N WATER | N PLASTI C CONTAI NER
MANNI TOL

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

NO013718+
OXANDRI N
OXANDROLONE

NO13790+
CORDRAN
FLURANDRENCLI DE

N013935+
HERPLEX
| DOXURI DI NE

N013960+
SYNALAR
FLUOCI NOLONE ACETONI DE

N013993
CHROM TOPE SQODI UM
SODI UM CHROVATE, CR-51

N014103+
ONCOVI N
VI NCRI STI NE SULFATE

N014134+
PROTOPAM CHLORI DE
PRALI DOXI ME CHLORI DE

N014169+
DENDRI D
| DOXURI DI NE

N014214+
NEGGRAM
NALI DI XI C ACI D

N014215+
CELESTONE
BETAMETHASONE

SPONSOR

Bl O TECH GENERAL

OCLASSEN PHARMS

ALLERGAN PHARM

MEDI CI S

BRACCO DXS

ELI LILLY

WYETH AYERST LABS

ALCON

SANCOFI  SYNTHELABO

SCHERI NG

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR

SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
013 23-0CT-91
008 12- SEP- 78
013 22-AUG 77
048  02- MAR-95
051  02- MAR-95
018 10- OCT- 97
060 26- AUG 99
021 11- DEGC- 95
010 30-JAN- 79
050 23- NOV- 99
051 23- NOV- 99
013 13- APR- 94

PAGE 38

ACKNOMLEDGE ADL / FPL
DATE

FPL
FPL

FPL

FPL

ADL
ADL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N014217+ PHARVACI A AND UPJCHN RX SLR 021 15- MVAY-81
MACLATE
CHLORPHENESI N CARBAMATE
N014295+ MALLI NCKRODT MEDI CAL RX SLR 042 13-JAN-95 28- SEP- 95 ADL
CONRAY 400
| OTHALAVATE SODI UM
N014322 GLOBAL PHARMS RX SLR 111 09- FEB- 00
MEPROBANMATE
MEPROBANVATE
N014394+ ASTRAZENECA RX SLR 009 28- MAR- 94 FPL
XYLOCAI NE
L1 DOCAI NE
N014399+ AVENTI S PHARMS RX SLR 052 11-DEG- 91
NORPRAM N SLR 053 11-DEG- 91

DESI PRAM NE HYDROCHLORI DE

N014547 EON MANUFACTURE LABS RX SLR 009 24- NOV- 98 FPL
MEPROBANMATE SLR 013 24- NOV- 98 FPL
MEPROBANMATE

N014602+ SCHERI NG RX SLR 017 13- APR- 94 FPL

CELESTONE SOLUSPAN
BETAMETHASONE SODI UM PHOSPHATE

N014684 ELI LILLY RX SLR 033 08- JUL- 96 FPL
AVENTYL HCL SLR 035 08- JUL- 96 FPL
NORTRI PTYLI NE HYDROCHLORI DE

N014685+ ELI LILLY RX SLR 019 08- JUL- 96 FPL
AVENTYL HCL SLR 020 08-JUL- 96 FPL
NORTRI PTYLI NE HYDROCHLORI DE

N014691+
ALKERAN

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 40

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
GLAXO VEELLCOVE RX SLR 016 25- AUG 94 FPL
MELPHALAN
N014694+ ORGANON RX SLR 028 08- NOvV- 95 FPL
HEXADROL
DEXAMETHASONE SODI UM PHOSPHATE
N014713 SCHERI NG RX SLR 022 03- NOv- 87
ETRAFON 2- 10
PERPHENAZ| NE
NO014763+ ASTRAZENECA RX SLR 034  09- MAY-97

Cl TANEST FORTE
PRI LOCAI NE HYDROCHLORI DE

N014879+ ROBI NS RX SLR 030 14- JAN- 87
DOPRAM SLR 031 14- JAN- 87
DOXAPRAM HYDROCHL ORI DE

N014882 LANNETT RX SLR 011 22- AUG 86
MEPROBANVATE
MEPROBANVATE

N014901 APOTHECON RX SLR 025 14- JUN- 85
KENALOG- 40
TRI AMCI NOLONE ACETONI DE

N015034+ PARKE DAVI S RX SLR 032 23- APR- 98 ADL
PONSTEL
MEFENAM C ACI D

REVI SED PI - NSAI D PACKAGE | NSERT LABELI NG TEMPLATE

N015103+ AVENTI S PHARM PROD RX SLR 038 26- AUG 88
DEM - REGROTON

RESERPI NE

N015193+ I CN PHARMS RX SLR 014 27- JAN- 86
MESTI NON

PYRI DOSTI GM NE BROM DE

N015197+
AM CAR

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

AM NOCAPRO C ACI D

N015229+
AM CAR
AM NOCAPRO C ACI D

N015230+
AM CAR
AM NOCAPRO C ACI D

N015296+
SYNALAR
FLUOCI NOLONE ACETONI DE

N015417
MEPROBANVATE
MEPROBANMATE

NO15500+
TOLI NASE
TOLAZAM DE

NO015539+
SERAX
OXAZEPAM

N015874+
ALUPENT
METAPROTERENCL SULFATE

N015921+
HALDOL
HALOPERI DOL

N015922+
HALDOL
HALOPERI DOL LACTATE

N015923+
HALDOL
HALOPERI DOL LACTATE

N016008+
PERM TI L

SPONSOR

I MVUNEX

I MVUNEX

I MVUNEX

MEDI CI S

VEST- WARD PHARM

PHARVACI A AND UPJCHN

FAULDI NG PHARM ( US)

BOEHRI NGER PHARMS

JOHNSON RW

JOHNSON RW

JOHNSON RW

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL DATE

030

028

023

053

012

050

051

035

064

054

054

DATE

16- APR- 97

16- APR- 97

16- APR- 97

06- MAR- 95

11- FEB-81

28- OCT- 99

17- NOv- 98

28- APR- 92

28- OCT- 88

28- OCT- 88

28- AUG 96

PAGE 41

ACKNOW.EDGE

03- MAR- 98

03- MAR- 98

03- MAR- 98

ADL / FPL

FPL

FPL

FPL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
SCHERI NG RX SLR 009 28- MAY- 85

FLUPHENAZI NE HYDROCHLORI DE

N016012+ MERCK RX SLR 040 13- APR- 87
VI VACTI L
PROTRI PTYLI NE HYDROCHLORI DE
N016016+ MERCK RX SLR 070 22- AUG 99 FPL
ALDCCLCR- 250
METHYLDOPA
N016023+ ENDO PHARMS RX SE2 023 19- APR-93 10- MAY-93 FPL
SYMVETREL
AMANTADI NE HYDROCHLORI DE
N016030+ BAYER CONS arc SLR 034 20- JUN- 86
MEASURI N SLR 035 20- JUN- 86
ASPI RI N SLR 036 20- JUN- 86
SLR 037 20- JUN- 86
N016033+ SKB PHARMS RX SLR 009 18- OCT- 90
VONTRCL SLR 010 18- OCT-90

DI PHENI DOL  HYDROCHL ORI DE

N016042+ SKB PHARMS RX SLR 066 01- DEC-94 FPL
DYAZI DE
TRI AMTERENE

N016059+ MERCK RX SLR 087 24- OCT- 94 FPL
I NDOCI N
| NDOVETHACI N

N016080 B BRAUN RX SLR 014 24- MAY- 85
MANNI TOL 5% W DEXTROSE 5% I N SODI UM CHLORI DE 0. 12%
MANNI TOL

N016084+ FARO PHARMS RX SLR 035 08- DEC- 82
ZYLCPRIM
ALLOPURI NCL

N016087+
VALI UM

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

DI AZEPAM

N016089
RUBRATOPE- 57
CYANCCOBALAM N, CO- 57

N016092+
EDECRI N
ETHACRYNI C ACI D

Revi sed Pl - PRECAUTI ONS (Pediatric Use),

Di uresi s)

N016093+
EDECRI N
ETHACRYNATE SODI UM

N016096+
M NTEZOL
THI ABENDAZOLE

NO016097+
M NTEZOL
THI ABENDAZOLE

N016099+
ATROM D- S
CLCFI BRATE

NO016110+
PROLI XI N ENANTHATE
FLUPHENAZI NE ENANTHATE

N016118+
TESLAC
TESTOLACTONE

N016126+
BRONI TIN M ST
EPI NEPHRI NE Bl TARTRATE

LATEST

SPONSOR

ROCHE

BRACCO DXS

MERCK

MERCK

MERCK

MERCK

WYETH AYERST LABS

APOTHECON

BRI STOL MYERS SQUI BB

VWH TEHALL LABS

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR

DOSAGE AND ADM NI STRATION (To Initiate

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
arc SLR

SLR

SLR

(+ - Represents a Referenced Drug )

APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
079  05-JAN-88
023 22- JAN- 80
037 19- OCT- 99
038 19- OCT- 99
024  03-JUN-96
023  03-JUN-96
060  08- APR-96
034  25- MAR-87
020 24- AUG 99
009 24- MAR- 94
010 24- MAR- 94
011 24- MAR- 94

PAGE 43

ACKNOMLEDGE ADL / FPL
DATE

FPL

FPL

ADL

19- MAY- 97 ADL

FPL

FPL

13- VAR- 98 FPL
13- VAR- 98 FPL
13- VAR- 98



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO16131+
CLOM D
CLOM PHENE Cl TRATE

N016151
UREX
METHENAM NE HI PPURATE

NO16161+
SYNALAR- HP
FLUOCI NOLONE ACETONI DE

N016192
SORBI TRATE
| SOSORBI DE DI NI TRATE

N016194+
TALW N
PENTAZOCI NE LACTATE

NO016199+
CORTENENMA
HYDROCORTI SONE

N016211+
M OCHOL
ACETYLCHOLI NE CHLORI DE

N016249
TRANVEP
MEPROBANVATE

N016267+
DESFERAL
DEFEROXAM NE MESYLATE

N016273+
LASI X
FURCSEM DE

N016295+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

AVENTI S PHARMS

3M PHARMACEUTI CALS

MEDI CI S

ZENECA

ABBOTT LABS

SOLVAY

Cl BA VI SI ON CORP

SOLVAY

NOVARTI S PHARMS

AVENTI S PHARMS

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

SUP#

024

020

042

043

056

028
030

023

055

028

051

LATEST
APPROVAL
DATE

25- OCT- 95

10- NOv- 92

24- OCT- 94

26- JAN- 99

23- AUG 89

12- FEB- 92
12- FEB- 92

30-JUL- 96

14-JAN-75

02- APR- 97

26- JAN- 95

PAGE 44

ACKNOMLEDGE ADL / FPL
DATE

FPL

FPL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BRI STOL MYERS SQUI BB RX SLR 033 12- JAN- 00
DROXI A
HYDROXYUREA

PROVI DES FOR 200 M5 300 MG AND 400 MG W TH THE | NDI CATI ON TO REDUCE THE
FREQUENCY OF PAI NFUL CRI SES AND TO REDUCE THE NEED FOR BLOOD TRANSFUSI ONS | N
ADULT PATIENTS W TH SI CKLE CELL ANEM A ( DROXI A LABELI NG ONLY)

N016297+ ASTRAZENECA RX SLR 011 31- MAY- 88
XYLOCAINE 1.5% W DEXTROSE 7. 5%
LI DOCAI NE HYDROCHLORI DE

N016320+ LEDERLE LABS RX SLR 046 25-JUN- 87
MYAVMBUTOL
ETHAMBUTOL HYDROCHLORI DE

N016324+ FARO PHARMS RX SLR 011 30- AUG 94 FPL
| MURAN
AZATHI OPRI NE

N016363+ AVENTI S PHARVS RX SLR 056 06- MAR- 96 FPL
LASI X
FURCSEM DE

N016367 ABBOTT LABS RX SLR 170 06- MAR- 00
DEXTROSE 5% I N PLASTI C CONTAI NER
DEXTROSE

N016401 POLYMEDI CA orc SLR 012 16- OCT- 78
NEOPAP
ACETAM NOPHEN

N016402+ BOEHRI NGER | NGELHEI M RX SLR 035 16-JUL- 97
ALUPENT
METAPROTERENCL SULFATE

NO16403+ NYCOMVED RX SLR 068  15-JUN- 95 ADL
HYPAQUE- CYSTO
DI ATRI ZOATE MEGLUM NE

N016418+ WYETH AYERST LABS RX SLR 071 22- AUG 99 FPL

| NDERAL
PROPRANCLOL HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

Revi sed Pl - PRECAUTI ONS, HOW SUPPLI ED, WARNI NGS

N016419+ WYETH AYERST LABS RX SLR 022 22- AUG 99 FPL
| NDERAL
PROPRANCLOL HYDROCHLORI DE

Revised Pl - WARNI NGS, PRECAUTI ONS

N016466+ LEDERLE LABS RX SLR 026 07- SEP-93 FPL
ARl STOSPAN
TRI AMCI NOLONE HEXACETONI DE

N016515 MALLI NCKRODT MEDI CAL RX SLR 003 27-COCT-77
SODIUM I ODIDE | 131
SODIUM | 0Dl DE, 1-131

N016517 MALLI NCKRODT MEDI CAL RX SLR 002 03- MAY- 77
SODIUM I ODIDE | 131
SODIUM | 0Dl DE, 1-131

N016584+ RCERI G RX SLR 049 16- MAR- 89

NAVANE

THI OTHI XENE

N016608+ NOVARTI S PHARMS RX SLR 080 15-JUL-98 FPL

TEGRETCL SLR 081 15-JUL-98 FPL

CARBAMAZEPI NE SLR 083 15-JUL-98 FPL
SLR 085 15-JUL-98 FPL

NO016619+ JANSSEN PHARM RX SLR 031 26- APR- 96 FPL

SUBLI MAZE PRESERVATI VE FREE
FENTANYL Cl TRATE

N016620+ PROCTER AND GAMBLE RX SLR 056 17- FEB- 98 FPL
MACRODANTI N SLR 058 17- FEB- 98 FPL
NI TROFURANTO N, MACROCRYSTALLI NE

REVI SED PI PROVI DE FOR REVI SI ONS TO WARNI NGS AND ADVERSE REACTI ONS SECTI ONS

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N016624+ ALLERGAN PHARM RX SLR 013 27-OCT- 76
HVS SLR 020 27-OCT- 76
MEDRYSONE SLR 021 27-OCT- 76
SLR 022 27-OCT- 76
N016635 MALLI NCKRODT MEDI CAL RX SLR 011 21- NOV- 78

CYANOCOBALAM N CO 57 SCHI LLI NG TEST KI' T
I NTRI NSI C FACTOR

N016636+ ENDO PHARMS RX SE1 031 29- MAY- 92
NARCAN
NALOXONE HYDROCHLORI DE

NO16640+ BRI STOL MYERS RX SLR 074  22- AUG 97 ADL
QUESTRAN
CHOLESTYRAM NE

NO16647+ BERLEX LABS RX SLR 035 01-JUL-98 FPL
QUI NAGLUTE
QUI NI DI NE GLUCONATE

N016659 SEARLE RX SLR 125 24- JAN- 00
NORI NYL 1+50 28- DAY
NORETHI NDRONE

N016666 MALLI NCKRODT MEDI CAL RX SLR 012 16- AUG- 82
H PPURAN | 131
| ODOHI PPURATE SODI UM | - 131

NO016672+ WYETH AYERST LABS RX SLR 047 14- AUG- 97

OVRAL

NORGESTREL

NO016675+ MERCK RX SLR 028 27- AUG 93 FPL
DECADRON- LA

DEXAMETHASONE ACETATE

NO16677+ BAXTER HLTHCARE RX SLR 089 30- CCT- 85
SODI UM CHLORI DE 0. 9%

SODI UM CHLORI DE

(+ - Represents a Referenced Drug )



16- Mar - 2000

NDA

10: 15 AM

TRADE NAME
| NGREDI ENT

N016678

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

PAGE 48

SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

BAXTER HLTHCARE RX SLR 076

DEXTROSE 5% I N SODI UM CHLORI DE 0. 9% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016679

BAXTER HLTHCARE RX SLR 074

LACTATED RI NGER' S AND DEXTROSE 5% I N PLASTI C CONTAI NER
SODI UM LACTATE

N016682

BAXTER HLTHCARE RX SLR 072

LACTATED RINGER S I N PLASTI C CONTAI NER
SODI UM LACTATE

N016683

BAXTER HLTHCARE RX SLR 073

DEXTROSE 5% I N SODI UM CHLORI DE 0. 45% I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016687

BAXTER HLTHCARE RX SLR 073

DEXTROSE 5% I N SODI UM CHLORI DE 0. 33% I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016689

BAXTER HLTHCARE RX SLR 076

DEXTROSE 5% I N SODI UM CHLORI DE 0. 2% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016692

BAXTER HLTHCARE RX SLR 068

SODI UM LACTATE 0. 167 MOLAR | N PLASTI C CONTAI NER
SODI UM LACTATE

N016693

RINGER S I N PLASTI C CONTAI NER

SODI UM CHLORI DE

N016695

DEXTROSE 5% I N RINGER S I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016696

BAXTER HLTHCARE RX SLR 069
BAXTER HLTHCARE RX SLR 071
BAXTER HLTHCARE RX SLR 071

DEXTROSE 10% AND SODI UM CHLORI DE 0. 9% I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016697

DEXTROSE 2. 5% AND SODI UM CHLORI DE 0. 45% I N PLASTI C CONTAI NER

(+ - Represents a Referenced Drug )

APPROVAL DATE
DATE

03-JUL- 85

03-JUL- 85

03-JUL- 85

03-JUL- 85

03-JUL- 85

03-JUL- 85

17- APR- 85

03-JUL- 85

03-JUL- 85

03-JUL- 85
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BAXTER HLTHCARE RX SLR 071 03-JUL- 85

SODI UM CHLORI DE

N016708 MALLI NCKRODT MEDI CAL RX SLR 014 20- JUN- 97
SODI UM CHROMATE CR 51
SODI UM CHROMATE, CR-51

N016709 JOHNSON RW RX SLR 123 10-JUL-98 FPL
ORTHO NOVUM 1/ 50 28
NORETHI NDRONE

NO16721+ I CN PUERTO RI CO RX SLR 073 24- NOV- 98 FPL
DAL MANE

FLURAZEPAM HYDROCHLORI DE

NO16727+ APOTHECON RX SLR 045 28- SEP- 87

PROLI XI N DECANCATE SLR 046 28- SEP- 87

FLUPHENAZI NE DECANCATE

N016733 B BRAUN RX SLR 039 10- OCT- 85
SODI UM CHLORI DE 0. 9% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N016734 B BRAUN RX SLR 035 17-JUL-85
STERI LE WATER | N PLASTI C CONTAI NER
WATER FOR | RRI GATI ON, STERILE

N016741 B BRAUN RX SLR 023 17-JUL- 85
SORBI TOL 3. 3% | N PLASTI C CONTAI NER
SORBI TOL

NO016750+ ORGANON RX SLR 015  09-JAN-98
CORTROSYN
COSYNTROPI N

NO016758+ RCERI G RX SLR 013 16- VAR- 89
NAVANE

THI OTH XENE HYDROCHLORI DE

NO16763+ BERTEK PHARMS RX SLR 025 01- NOv- 88
SULFAMYLON

MAFENI DE ACETATE

NO16765+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

FLUOROPLEX
FLUOROURACI L

NO16769+
URI SPAS
FLAVOXATE HYDROCHLORI DE

NO16774+
SERENTI L
MESORI DAZI NE BESYLATE

NO16775+
SERENTI L
MESORI DAZI NE BESYLATE

NO16776+
SORBI TRATE
| SOSORBI DE DI NI TRATE

NO016783+
VASCORAY
| OTHALAVATE SODI UM

N016784
GLYCI NE 1.5% | N PLASTI C CONTAI NER
GYC NE

NO016785+
MATULANE
PROCARBAZI NE HYDROCHLORI DE

N016792+
SURMONTI L
TRI M PRAM NE MALEATE

NO016793+
CYTCSAR- U
CYTARABI NE

NO16796+
| NAPSI NE
DROPERI DOL

NO016798+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

ALLERGAN HERBERT

SKB PHARMS

NOVARTI S PHARMS

NOVARTI S PHARMS

ZENECA

MALLI NCKRODT MEDI CAL

B BRAUN

SI GVA TAU PHARMS

WYETH AYERST LABS

PHARVACI A AND UPJCHN

AKORN

(+ -

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

Represents a Referenced Drug )

SUP# LATEST
APPROVAL
DATE
011  03-SEP-76
026  08-OCT-82
055  02- NOv-87
023  02- NOv-87
036 26- JAN- 99
029 13- JAN- 95
020 27-JUL- 85
026 17- AUG 87
001  08-JUL-80
059 15- OCT- 98
035 18- FEB- 00

PAGE 50

ACKNOMLEDGE ADL / FPL
DATE

FPL

28- SEP- 95 ADL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

SI NEQUAN
DOXEPI N HYDROCHLORI DE

N016801+
XYLOCAI NE PRESERVATI VE FREE
LI DOCAI NE HYDROCHLORI DE

N016803+
BRONKAI D M ST
EPI NEPHRI NE

N016806
OVRAL- 28
NORGESTREL

N016807+
THYROLAR-0. 5
LI OTHYRONI NE SCDI UM

N016812+
KETALAR
KETAM NE HYDROCHLORI DE

N016820+
EMETE- CON
BENZQUI NAM DE HYDROCHLORI DE

N016822
FREAM NE Il 8.5% W ELECTROLYTES
SODI UM ACETATE

N016831+
EFUDEX
FLUOROURACI L

N016832+
CYLERT
PEMOLI NE

N016834+
LI THI UM CARBONATE
LI THI UM CARBONATE

N016848+

SPONSOR RXOTC CODE DOC TYPE
PFI ZER LABS RX
ASTRAZENECA RX
STERLI NG HLTH arc
WYETH AYERST LABS RX
FOREST LABS RX
PARKEDALE RX
RCERI G RX
B BRAUN RX
I CN PHARMS RX
ABBOTT LABS RX
PFI ZER RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
034 13- SEP- 84
033 04- FEB- 97
010 25- NOV- 86
029 14- AUG- 97
021 16- APR- 90
029 14- MAR- 00
006 14- DEGC- 77
044  01-JUL-88
029 21- MAR- 95
018 28- MAY- 99
015 27- SEP- 85

PAGE 51

ACKNOMLEDGE ADL / FPL
DATE

10- DEC- 97 FPL

30-AUG 95 ADL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

ANADRCL- 50
OXYMETHOLONE

N016851+
FML
FLUOROVETHOLONE

N016860+
ESKALI TH
LI THI UM CARBONATE

N016861+
DARVON- N
PROPOXYPHENE NAPSYLATE

N016862+
DARVON- N
PROPOXYPHENE NAPSYLATE

N016885+
L YSODREN
M TOTANE

N016891+
TALW N COVPOUND
PENTAZOCI NE HYDROCHL ORI DE

N016904+
NAVANE
THI OTHI XENE HYDROCHLORI DE

N016908+
LI DEX- E
FLUCCI NONI DE

N016909+
LI DEX
FLUCCI NONI DE

N016912+
LARCDOPA
LEVODOPA

SPONSOR

UNI MED

ALLERGAN PHARM

SKB PHARMS

ELI LILLY

ELI LILLY I NDS

BRI STOL

SANCOFI  SYNTHELABO

RCERI G

MEDI CI S

MEDI CI S

ROCHE

RXOTC CODE DOC TYPE

RX SLR

SLR
RX SLR

SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

PAGE 52

APPROVAL DATE

DATE

013 15-JUL-93

016 15-JUL-93

038 20- MAY- 92
042 20- MAY- 92

063  30-OCT- 86

022 23- AUG 94

031  02-SEP-94

020  04- SEP-97

018 03- JAN-91

026 16- MAR- 89

049 03- MAR- 95

043 12- MAR- 91

042  03-JAN-86

15- MAR- 94
15- MAR- 94

31-JUL-91

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

NDA
TRADE NAME
| NGREDI ENT

N016921+
RETI N- A
TRETI NO N

N016927+
DEMULEN 1/ 50- 21
ETHYNODI OL DI ACETATE

N016929+
FUDR
FLOXURI DI NE

NO016931+
R- GENE 10
ARG NI NE HYDROCHLORI DE

N016936
DEMULEN 1/ 50- 28
ETHYNODI OL DI ACETATE

N016949+
LI MBI TROL DS
CHLORDI AZEPOXI DE

N016954+
M CRONCR
NCRETHI NDRONE

REVI SED Pl - WARNI NGS/

N016964+
MARCAI NE HCL W EPI NEPHRI NE PRESERVATI VE FREE
EPI NEPHRI NE Bl TARTRATE

N016968+
M OSTAT
CARBACHOL

SPONSOR RXOTC CODE DOC TYPE
JOHNSON AND JOHNSON RX SLR
SEARLE PHARMS RX SLR
ROCHE RX SLR

PHARVACI A AND UPJCHN RX

SEARLE PHARMS RX
I CN PHARMS RX
JOHNSON RW RX
ABBOTT LABS RX
ALCON RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SLR
SLR

SE1

PAGE 53

SUP# LATEST ACKNOMLEDGE ADL / FPL

019

062

014

026

040

025

085

046

048

051
052

013

APPROVAL DATE
DATE

28- AUG 90

02- SEP-99 FPL

22- AUG 90

15- MVAR-95 02- JAN- 96 FPL

20- APR- 94 FPL

19- NOv- 85

10- NOv- 99

11- MAR- 99

11- VAR- 99

11- VAR- 99
11- VAR- 99

18- AUG 95 30-JUL-96  ADL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO016979+ BRI STOL MYERS SQUI BB RX SLR 048 15- NOv- 99 FPL
MEGACE
MEGESTROL ACETATE
N016983+ MALLI NCKRODT MEDI CAL RX SLR 028 13-JAN-95 28-SEP-95  ADL
CONRAY 30
| OTHALAVATE MEGLUM NE
N016988+ ALLERGAN HERBERT RX SLR 014  01-SEP-77
FLUOROPLEX
FLUOROURACI L
N016996+ SCHERI NG RX SLR 010 07- JAN- 83
HYPERSTAT
DI AZOXI DE
NO016997+ NOVARTI S PHARMS RX SLR 030 02- NOv- 87
SERENTI L

MESORI DAZI NE BESYLATE

NO17007+ WYETH AYERST LABS RX SLR 036 05- MAR- 97 FPL
HEPARI N SODI UM
HEPARI N SODI UM

NO017010+ CLAY PARK LABS RX SLR 014 12- JUN- 95 ADL
TRI DESI LON
DESONI DE

NO17011+ ALLERGAN PHARM RX SLR 026 17- FEB- 88
PRED FORTE
PREDNI SOLONE ACETATE

NO17015+ ORGANON RX SLR 018 25-JUL-91
PAVULON
PANCURONI UM BROM DE

NO017016+ STERI S RX SLR 142 28- MAY-93 19- APR- 94 FPL
CHORI ONI C GONADOTROPI N
GONADOTROPI'N, CHORIONIC

N017029+
HEPARI N SODI UM

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
AM PHARM PARTNERS RX SLR 069 25- AUG 93 FPL

HEPARI N SODI UM

NO17031+ WYETH AYERST LABS RX SLR 027 18- JAN- 96 FPL
OVRETTE

NORGESTREL

N017037 ELKI NS SI NN RX SLR 136 30- SEP- 99 FPL

HEPARI N SODI UM
HEPARI N SODI UM

N017048+ WYETH AYERST LABS RX SLR 010 28-MAR-90 19-FEB-91
PEPTAVLON

PENTAGASTRI N

NO17055+ WYETH AYERST LABS RX SLR 012 23- JAN- 98 FPL
A P. L.

GONADOTROPI N, CHORIONIC

PEDI ATRI C USE

N017057 MALLI NCKRODT MEDI CAL RX SLR 025 13-JAN-95 28- SEP- 95 ADL
CYSTO- CONRAY | |
| OTHALAVATE MEGLUM NE

N017058+ ROXANE RX SLR 009 19- VAR- 87
METHADONE HCL
METHADONE HYDROCHLORI DE

N017059 MALLI NCKRODT MEDI CAL RX SLR 011 10- FEB- 89
TECHNECCOLL
TECHNETI UM TC-99M SULFUR COLLAO D KI' T

N017060+ WATSON LABS RX SLR 064  30- NOV- 99 ADL
NOR- QD

NORETHI NDRONE

N017063 ALCON RX SLR 011  05- MAY- 98 FPL
I SMOTI C

| SOSORBI DE

REVI SED PI - ADDI TI ON OF PEDI ATRI C USE SUBSECTI ON

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO17067+ AM PHARM PARTNERS RX SLR 051 11-FEB-93 05- NOv-93

CHORI ONI C GONADOTROPI N
GONADOTROPI N, CHORIONIC

NO017078+ SKB PHARMS RX SLR 034  03-NOv-99 FPL
DEXEDRI NE
DEXTROAMPHETAM NE SULFATE

N017084+ MALLI NCKRODT MEDI CAL RX SLR 001 29- APR- 77
PHOSPHOCOL P32
CHROM C PHOSPHATE, P-32

NO17087+ OHVEDA PHARM RX SLR 041 05-JUL-95 ADL
ETHRANE
ENFLURANE

NO17090+ NOVARTI S PHARMS RX SLR 058 08- DEC- 92
TOFRANI L- PM
I M PRAM NE PAMOATE

N017100+ ALLERGAN PHARM RX SLR 021 27- JAN- 88
PRED M LD
PREDNI SOLONE ACETATE

N017105+ ABBOTT LABS RX SLR 062 17- FEB- 88
TRANXENE
CLORAZEPATE DI POTASSI UM

N017106+ MERI DI AN MEDCL TECHN RX SLR 014 21- APR- 98
ATROPEN
ATROPI NE

NAMVE CHANGE FROM SURVI VAL TECHNOLOG ES TO MERI DI AN MEDI CAL TECHNOLOA ES

NO17111+ ENDO PHARMS RX SLR 045 28- JUN- 88

MOBAN

MOLI NDONE HYDROCHL ORI DE

NO17116+ MALLI NCKRODT RX SLR 012 20- APR- 93 FPL
METHADOSE

METHADONE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N017122+ ELI LILLY RX SLR 039 20- MAR- 95 ADL

DARVOCET- N 100
PROPOXYPHENE NAPSYLATE

N017243 MALLI NCKRODT MEDI CAL RX SLR 016 18- FEB- 98
ULTRA- TECHNEKOW FM
TECHNETI UM TC- 99M SCDI UM PERTECHNETATE GENERATOR

N017247+ NOVARTI S PHARM RX SLR 036 27- NOV- 92
SANOREX

MAZI NDOL

N017256 NYCOVED AMERSHAM RX SLR 007 29- FEB- 80
XENON XE 133

XENON, XE-133

N017264 NYCOVED AMERSHAM RX SLR 021 27- SEP- 82
TECHNETI UM TC- 99M PENTETATE KI T
TECHNETI UM TC- 99M PENTETATE KI T

N017279 QUESTCOR PHARM RX SLR 007 27- MAR- 97 ADL
GLOFI L-125

| OTHALAVATE SODI UM | -125

N017284 DUPONT PHARMS RX SLR 004 21- MAY- 82

XENON XE 133

XENON, XE-133

N017322+ as RX SLR 001 22- MAY- 78
SELENOVETHI ONI NE SE 75
SELENOVETHI ONI NE, SE- 75

N017340+ JOHNSON AND JOHNSON RX SLR 027 28- AUG 90

RETI N- A SLR 028 28- AUG 90

TRETI NO N

NO17351+ SPKU RX SLR 012 15- OCT- 93 FPL
CORTI FOAM

HYDROCORTI SONE ACETATE
NO017354+

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PARKE DAVI S RX SLR 042 24- NOV- 99 ADL

LCESTRIN FE 1/ 20
NORETHI NDRONE ACETATE

Updat ed PPI .

NO17355+ PARKE DAVI S RX SLR 044 24- NOV- 99 ADL
LCESTRIN FE 1.5/30
NORETHI NDRONE ACETATE

NO017362+ STERI S RX SLR 085 06- APR-93 22- FEB- 96 FPL
PROGESTERONE
PROGESTERONE

N017364 WALLACE LABS RX SLR 010 20- MAR- 92
AQUATENSEN
METHYCLOTHI AZI DE

NO17371+ APOTHECON RX SLR 031 06- MAY- 97 FPL
PRONESTYL
PROCAI NAM DE HYDROCHLORI DE

NO17373+ MEDI CI S RX SLR 031 12- MVAR- 91
LI DEX
FLUOCI NONI DE

N017376 MONARCH PHARMS RX SLR 052 07- APR-98 ADL
SEPTRA DS
TRI METHOPRI M

DESCRI PTON SECTI ON - QUANTI FI ED THE AMOUNT OF DOCUSATE SODI UM

NO17377+ ROCHE RX SLR 056 17- NOv- 98 FPL
BACTRI M DS
TRI METHOPRI M

N017378 BAXTER HLTHCARE RX SLR 040 26- JAN- 85
PLASMA- LYTE A I N PLASTI C CONTAI NER
SODI UM GLUCONATE

N017381+ KI NG PHARMS RX SLR 034  05-CCT-92
S| LVADENE
S| LVER SULFADI AZI NE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N017385

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

PLASMA- LYTE 56 AND DEXTROSE 5% I N PLASTI C CONTAI NER

SODI UM CHLORI DE
NO017386+
ZAROXCLYN
METOLAZONE

N017390

PLASMA- LYTE M AND DEXTROSE 5% I N PLASTI C CONTAI NER

SODI UM LACTATE

NO17391+
I MURAN
AZATHI OPRI NE SCDI UM

NO17395+
I NTROPI' N
DOPAM NE HYDROCHLORI DE

N017398+
REGONOL
PYRI DOSTI GM NE BROM DE

N017406
DI COPAC KI'T
CYANCCOBALAM N, CO- 58

N017407+
CATAPRES
CLONI DI NE HYDROCHLORI DE

N017422+
Bl CNU
CARMUSTI NE

N017424+
SEPTI SOL
HEXACHL OROPHENE

N017425+

PAGE 59

SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST
APPROVAL DATE
DATE
BAXTER HLTHCARE RX SLR 034 18- APR- 85
MEDEVA PHARNMS RX SLR 030 13- AUG 99
BAXTER HLTHCARE RX SLR 036 18- APR- 85
FARO PHARMS RX SLR 002 23- APR- 82
FAULDI NG PHARM ( US) RX SLR 029 17- JUN- 97
ORGANON RX SLR 013 12-JUL-99
NYCOVED AMERSHAM RX SLR 007 05- AUG 94
BOEHRI NGER | NGELHEI M RX SLR 027 02- AUG 96
SLR 028 02- AUG 96
BRI STOL RX SLR 034 10- SEP- 97
VESTAL RX SLR 001 20- MAR- 78

(+ - Represents a Referenced Drug )

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

PROGLYCEM
DI AZOXI DE

N017426+
TRI DESI LON
DESONI DE

N017430+
NEGGRAM
NALI DI XI C ACI D

N017431+
OCUSERT PI LO- 20
Pl LOCARPI NE

N017433+
PRE-OP 11
HEXACHL OROPHENE

N017438
PLASMA- LYTE R I N PLASTI C CONTAI NER
SODI UM LACTATE

N017439+
HYDROXYPROGESTERONE CAPRCATE
HYDROXYPROGESTERONE CAPROATE

N017441+
I NFED
| RON DEXTRAN

N017442+
M NI PRESS
PRAZCOSI N HYDROCHL ORI DE

N017443+
DANTRI UM
DANTROLENE SODI UM

N017447+

SPONSOR RXOTC CODE DOC TYPE
BAKER NORTON RX
CLAY PARK LABS RX
SANOFI  SYNTHELABO RX
AKORN RX
DAVI S AND GECK RX
BAXTER HLTHCARE RX
STERI S RX
SCHEI N PHARM RX
PFlI ZER LABS RX

PROCTER GAMBLE PHARM RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR
SLR

SLR

SLR

SLR

SLR
SLR
SLR

SLR
SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

012

014

026
027

026

002

035

113
118
119

150
151

027

036

PAGE 60

APPROVAL DATE

DATE

28-JUL- 89

12- JUN- 95

23- NOV- 99
23- NOV- 99

02- DEC-91

11- FEB- 80

18- APR- 85

14- VAY-91
14- VAY-91
14- MAY-91

04- APR- 97
04- APR- 97

01- MAY- 89

23-JUL- 85

ACKNOMLEDGE ADL / FPL

ADL

ADL
ADL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
SEARLE RX SLR 054 10- NOv- 98 FPL
NORPACE

DI SOPYRAM DE PHOSPHATE

PRECAUTI ONS/ Drug | nteractions, HOW SUPPLI ED, storage reconmendations

N017450+ ADV CARE orc SLR 040 09- FEB- 95 FPL
MONI STAT 7
M CONAZOLE NI TRATE

N017451 BAXTER HLTHCARE RX SLR 034 26- JAN- 85
PLASMA- LYTE 148 AND DEXTROSE 5% I N PLASTI C CONTAI NER
SODI UM GLUCONATE

NO17453+ BAKER NORTON RX SLR 008 28-JUL- 89
PROGLYCEM
DI AZOXI DE
N017463+ MCNEI L CONS RX SLR 077 16- FEB- 88
MOTRI N SLR 078 16- FEB- 88
| BUPROFEN SLR 079 16- FEB- 88
N017468+ ALCON RX SLR 011 22- AUG 91
ECONOPRED

PREDNI SOLONE ACETATE

N017469 FALCON PHARMS RX SE4 018 29- AUG 95
ECONOPRED PLUS
PREDNI SOLONE ACETATE

NO17473+ TEVA PHARVS RX SLR 033 09- NOV- 99 ADL
ORAP SLR 036 09- NOv- 99 ADL
Pl MOZI DE

N017476+ NOVARTI S PHARM RX SLR 037 23- MAR- 88

SLOW K

POTASSI UM CHLORI DE

N017478 DUPONT PHARMS RX SLR 012 15-JUL-98 FPL
GALLI UM Cl TRATE GA 67
GALLI UM Cl TRATE, GA-67



(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO17481+ MCNEI L CONS RX SLR 038 13- FEB- 98 FPL
VERMOX
MEBENDAZCOLE

PRECAUTI ONS, ADVERSE REACTI ONS, OVERDOSAGE

N017484 BAXTER HLTHCARE RX SLR 037 17- APR- 85
DEXTROSE 5% AND ELECTROLYTE NO. 48 I N PLASTI C CONTAI NER
SODI UM LACTATE

N017488 JOHNSON RW RX SLR 101 27- AUG 99 FPL
MODI CON 21 SLR 104 27- AUG 99 ADL
NORETHI NDRONE

NO017489+ JOHNSON RW RX SLR 084 27- AUG 99 FPL
ORTHO- NOVUM 1/ 35- 21 SLR 087 27- AUG 99 FPL
NORETHI NDRONE

N017493 BAXTER HLTHCARE RX SLR 053 12- VAR- 93
RENAM N W O ELECTROLYTES SLR 056 12- VAR- 93
AM NO ACI DS

N017494+ JOHNSON AND JOHNSON RX SLR 024 17- OCT- 88

MONI STAT- DERM
M CONAZOLE NI TRATE

N017498+ PHARVACI A AND UPJOHN RX SLR 021 28- CCT- 99
M CRONASE
GLYBURI DE
N017503+ BOEHRI NGER | NGELHEI M RX SLR 026 20- FEB-91
COMVBI PRES

CLONI DI NE HYDROCHLORI DE
N017512 BAXTER HLTHCARE RX SLR 083 28- NOV- 90

DI ANEAL PD-2 W DEXTROSE 3. 5%
SODI UM LACTATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE  DOC TYPE SUP# LATEST  ACKNOALEDGE ADL / FPL
TRADE NANME APPROVAL DATE
| NGREDI ENT DATE
NO17516+ PFI ZER LABS RX SLR 011 22- MAR-88
SI NEQUAN
DOXEPI N HYDROCHLORI DE
N017521 BAXTER HLTHCARE RX SLR 050  05-JAN-95 17-JUL-97  FPL
DEXTROSE 70% | N PLASTI C CONTAI NER
DEXTROSE
N017522+ JOHNSON AND JOHNSON RX SLR 017  28- AUG 90
RETI N A SLR 018  28- AUG 90
TRETI NOI N
NO17525+ WATSON LABS RX SLR 049  16- SEP-98 FPL
LOXI TANE
LOXAPI NE SUCCI NATE
N017530+ KI NG PHARMS RX SLR 008  15- SEP-81
TI GAN
TRI METHOBENZAM DE HYDROCHLORI DE
N017532 AVENTI S PHARMS RX SLR 023  29- DEC- 99
DI ABETA
GLYBURI DE
N017533+ ROCHE RX SE1 023  09-APR-97 05-DEC-97 FPL
KLONOPI N
CLONAZEPAM
N017534+ NOVARTI S PHARNVS RX SLR 040  27- FEB- 97
FI ORI NAL
CAFFEI NE
NO017536+ SCHERI NG RX SLR 002  29- SEP-78
DI PROSONE

BETAMETHASONE DI PROPI ONATE

N017538 MALLI NCKRODT MEDI CAL RX SE3 011 30-JAN-89 06-JUL-92
TECHNESCAN PYP KI T

TECHNETI UM TC- 99M PYROPHOSPHATE KI T

N017540

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
DELL LABS RX SLR 001 19-JAN-79

HEPARI N SODI UM
HEPARI N SODI UM

N017543+ NOVARTI S PHARMS RX SLR 018 10- APR- 97 FPL

LUDI OM L SLR 019 10- APR- 97 FPL

MAPROTI LI NE HYDROCHLCORI DE SLR 021 10- APR- 97 FPL
SLR 026 10- APR- 97 FPL
SLR 029 10- APR- 97 FPL
SLR 030 10- APR- 97 FPL

N017548+ AKORN RX SLR 026 02- DEC-91

OCUSERT PI LO- 40

Pl LOCARPI NE

N017549 MERI DI AN MEDCL TECHN RX SLR 011 10- DEC- 86

LI DOPEN

LI DOCAI NE HYDROCHLCORI DE

N017550 GEN ELECTRI C RX SLR 006 31-JUL- 86

XENON XE 133

XENQON, XE-133

NO17551+ MALLI NCKRODT MEDI CAL RX SLR 004 19- JAN- 90

PERCHL ORACAP

POTASSI UM PERCHLCORATE

N017553 ALZA CORP RX SLR 027 03- FEB- 95 FPL

PROGESTASERT

PROGESTERONE

NO17555+ DUPONT PHARMS RX SLR 035 21- APR- 88

SI NEMET

LEVODOPA

NO017556+ VESTWOCD SQUI BB RX SLR 016 07-JUN-78

HALOG

HALCI NONI DE

NO17557+ SANCFI  PHARMS RX SLR 032 02- MAY-94 11- AUG 94 FPL

DANCCRI NE

DANAZOL

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

NO017558+
ROBI NUL
GLYCOPYRROLATE

N017559
PROVENTI L
ALBUTERCL

N017560+
BACTRI M PEDI ATRI C
TRI METHOPRI M

NO17561+
CELESTONE
BETAMETHASONE SODI UM PHOSPHATE

NO17563+
COLESTI D
COLESTI POL  HYDROCHLORI DE

N017565
NORI NYL 1+35 28- DAY
NORETHI NDRONE

N017566
BREVI CON 21- DAY
NORETHI NDRONE

NO17571+
ALUPENT
METAPROTERENCL SULFATE

NO17573+
VANCERI L
BECLOVETHASONE DI PROPI ONATE

NO17575+
DT G- DOVE
DACARBAZI NE

NO17576

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 65

SPONSOR RXOTC CODE DOC TYPE
ROBI NS AH RX SLR
SLR
SCHERI NG RX SLR
ROCHE RX SLR
SCHERI NG RX SLR

PHARVACI A AND UPJCHN RX

WATSON LABS RX

WATSON LABS RX

BOEHRI NGER | NGELHEI M RX

SCHERI NG RX

BAYER RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SLR

SLR

SUP# LATEST ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

023 22-OCT-81
024  22-QCT-81

023  09- NOv-98

035 06- MAR-96 21- AUG 96 FPL

012 13- APR- 94 FPL

021 22-SEP-95 11- AUG 97 FPL

070 24- JAN- 00

084 24- JAN- 00

030 29- APR- 92

040  08-FEB-99

009 22- MAY- 86
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BRI STOL MYERS SQUI BB RX SLR 045 10- AUG- 98 FPL
OVCON- 50
NORETHI NDRONE
NO17577+ ALZA RX SLR 024 19- MAR- 91
DI TROPAN
OXYBUTYNI N CHLORI DE
NO17579+ JOHNSON AND JOHNSON RX SLR 013 28- AUG 90
RETI N- A SLR 014 28- AUG 90
TRETINO N
NO017581+ SYNTEX (FP) RX SE1 073 23- VAR- 87
NAPROSYN SE2 065 23- MAR- 87
NAPROXEN
N017584 AM PHARM PARTNERS RX SLR 028 13- SEP- 96 FPL

LI DOCAI NE HCL PRESERVATI VE FREE
LI DOCAI NE HYDROCHLORI DE

N017586 ABBOTT LABS RX SLR 103 12- VAY- 98 ADL
NORMOSOL- R I N PLASTI C CONTAI NER
SODI UM GLUCONATE

PEDI ATRI C RULE

N017588+ BRI STOL MYERS SQUI BB RX SLR 020 22- SEP- 86

CEENU SLR 022 22- SEP- 86

LOMUSTI NE

N017594+ VESTWOCD SQUI BB RX SLR 001 27- APR- 78

CAPI TROL

CHLOROXI NE

N017598 MONARCH PHARMS RX SLR 023 19- MAR- 97  30- SEP- 97 FPL
SEPTRA GRAPE SLR 026 19- MAR-97  30- SEP- 97 FPL
TRI METHCPRI M SLR 036 19- MAR- 97 FPL
NO17601+

(+ - Represents a Referenced Drug )
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NDA SPONSOR
TRADE NAME
| NGREDI ENT
SCHERI NG
OPTI M NE
AZATADI NE MALEATE
N017604+ DI STA
NALFON 200

FENOPROFEN CALCI UM

N017606 ABBOTT LABS
DEXTROSE 5% AND SODI UM CHLORI DE 0. 225% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N017609 ABBOTT LABS
NORMOSOL- R AND DEXTROSE 5% | N PLASTI C CONTAI NER
SODI UM GLUCONATE

NO17612+ WYETH AYERST LABS
LO OVRAL
NORGESTREL

NO17613+ SCHERI NG PLOUGH
LOTRIM N
CLOTRI MAZOLE

NO17619+ SCHERI NG PLOUGH
LOTRIM N
CLOTRI MAZOLE

N017624+ BAXTER PHARM PROD
FORANE
| SOFLURANE

N017628+ JOHNSON RW
TOLECTI N 600
TOLMETI N SCDI UM

N017630 NYCOVED AMERSHAM
SODIUM I ODIDE | 123
SOOI UM | ODI DE, |-123

N017634 BRI STOL MYERS SQUI BB
DEXTROSE 5% AND POTASSI UM CHLORI DE 0. 075% I N PLASTI C CONTAI NER
POTASSI UM CHLORI DE

N017635

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SE6
RX SE6
RX SLR
RX SLR
RX SLR
RX SLR

(+ - Represents a Referenced Drug )

SUP# LATEST

003

027

113

071

030

015

022

029

057

008

041

PAGE 67

APPROVAL DATE

DATE

08- JAN- 80

29- MAR- 95

20- AUG 97

29- NOV- 85

29- NOV- 94

27- OCT- 89

27- OCT- 89

14- MAY- 99

25- MAR- 91

18- NOv- 88

26- JUN- 85

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL
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NDA
TRADE NAME
| NGREDI ENT

RINGER S | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N017636

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SORBI TOL- MANNI TOL | N PLASTI C CONTAI NER

SORBI TOL

REVI SED PI - PRECAUTI ONS
NO017637

PHYSI OSCL | N PLASTI C CONTAI NER
SODI UM GLUCONATE

REVI SED PI - PEDI ATRI C RULE
N017643+

I NTRALI PI D 10%

SOYBEAN O L

NO017646+

PERGONAL

LUTEI NI ZI NG HORMONE

N017648

SPONSOR RXOTC CODE DOC TYPE
ABBOTT LABS RX SLR
ABBOTT LABS RX SLR
ABBOTT LABS RX SLR
FRESENI US KABI RX SLR
SERONO LABS RX SLR
BAXTER HLTHCARE RX SLR

SODI UM CHLORI DE 0. 9% AND POTASSI UM CHLORI DE 0. 224%

SODI UM CHLORI DE
N017651
HEPFLUSH- 10
HEPARI N SODI UM

N017656

ACETI C ACI D 0. 25% I N PLASTI C CONTAI NER

ACETI C ACI D, GLACI AL
REVI SED PI - PRECAUTI ONS
NO17657+

CEPHULAC
LACTULCSE

AM PHARM PARTNERS RX
ABBOTT LABS RX
AVENTI S PHARMS RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SUP# LATEST

045

047

046

054

039

040

025

041

025

PAGE 68

APPROVAL DATE

DATE

28- FEB- 00

09- FEB- 00

23- FEB- 00

06- JUN- 90

05- APR- 95

26- JUN- 85

25- AUG 93

09- FEB- 00

18- SEP- 87

ACKNOMLEDGE ADL / FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO017658+ WATSON LABS RX SLR 035 16- SEP- 98 FPL
LOXI TANE C
LOXAPI NE HYDROCHLORI DE
NO17659+ BOEHRI NGER | NGELHEI M RX SLR 029 02-JUL-92
ALUPENT
METAPROTERENCL SULFATE
NO17661+ NOVARTI S PHARMS RX SE1 048 31- OCT- 96
TAVI ST

CLEMASTI NE FUMARATE

N017670 ABBOTT LABS RX SLR 024 21- OCT- 80
SODI UM CHLORI DE 0. 45% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

NO17673 ABBOTT LABS RX SLR 056 13-JUL- 87

AM NOSYN 10% ( PH6) SLR 057 13-JUL- 87

AM NO ACI DS

N017680 BRACCO DXS RX SLR 010  09- MAY-88 29- DEC 88
PHOSPHOTEC

TECHNETI UM TC- 99M PYROPHOSPHATE KI' T

NO17681+ AVENTI S PHARMS RX SLR 003 25- NOv- 80

HI PREX SLR 004  25-NOv-80

METHENAM NE HI PPURATE

N017684 as RX SLR 014 26- JUN- 89
PYRCLI TE
TECHNETI UM TC- 99M PYRQO' TRI META PHOSPHATES KI T

N017685+ MALLI NCKRODT MEDI CAL RX SLR 015 13- JAN- 95 ADL
CONRAY 325
| OTHALAVATE SODI UM

N017688+ AVENTI S PHARMS RX SLR 018 26- JAN- 95 FPL

LASI X
FURCSEM DE

(+ - Represents a Referenced Drug )
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NO17691+ SCHERI NG RX SLR 003 02-JAN-79
DI PROSONE
BETAMETHASONE DI PROPI ONATE
N017692+ ORGANON RX SLR 012 23- NOV- 99 ADL
PREGNYL

GONADOTROPI N, CHORIONIC

N017693 NYCOVED AMERSHAM RX SLR 013 08-JUN-87 09- DEC- 87
TECHNETI UM TC 99M GENERATOR
TECHNETI UM TC- 99M SCDI UM PERTECHNETATE GENERATOR

NO017694+ MCNEI L CONS RX SLR 047 01- MAR- 99 FPL
| MODI UM
LOPERAM DE HYDROCHLORI DE

NO17697+ BRACCO DXS RX SLR 010 22-DEC- 92
Kl NEVAC
SI NCALI DE

N017702 I NTL MEDI CATI ON RX SLR 024  06-CCT-93
LI DOCAI NE HCL PRESERVATI VE FREE
LI DOCAI NE HYDROCHLORI DE

NO17703+ ABBOTT LABS RX SLR 016 28- MAY- 99 FPL
CYLERT

PEMOLI NE

NO17707 NYCOVED AMERSHAM RX SLR 007 30- JAN- 96 FPL

MPI I NDI UM DTPA I N 111
INDI UM | N-111 PENTETATE DI SODI UM

NO17710+ DI STA RX SLR 021 29- MAR- 95 FPL
NALFON
FENOPROFEN CALCl UM

NO017714 as RX SLR 001 07- MAR- 79
AN- DTPA
TECHNETI UM TC- 99M PENTETATE KI T

N017716
OVCON- 35

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NORETHI NDRONE

NO17717+
GYNE- LOTRI M N
CLOTRI MAZOLE

NO17725
SODI UM PERTECHNETATE TC 99M
TECHNETI UM TC- 99M SCDI UM PERTECHNETATE

N017735
MODI CON 28
NORETHI NDRONE

NO17736+
PAXI PAM
HALAZEPAM

NO17741+
FLORONE
DI FLORASONE DI ACETATE

N017743
BREVI CON 28- DAY
NORETHI NDRONE

NO17744+
MOTOFEN
DI FENOXI N HYDROCHL ORI DE

NO17751+
DURANEST
ETI DOCAI NE HYDROCHLCORI DE

NO17760+
FML
FLUOROVETHOLONE

NO17765+
CLODERM
CLOCORTOLONE PI VALATE

SPONSOR

BRI STOL MYERS SQUI BB

SCHERI NG PLOUGH HLTH

MALLI NCKRODT MEDI CAL

JOHNSON RW

SCHERI NG

PHARVACI A AND UPJCOHN

WATSON LABS

CARNRI CK

ASTRAZENECA

ALLERGAN PHARM

HEALTHPO NT

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

SLR

SLR

SE1
SLR

SLR
SLR

SLR

SLR

SLR

SLR

SLR
SLR

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL DATE

045

021

010
005

083
087

003

014

074

010

011
013

002

002

DATE

10- AUG- 98

08- OCT- 92

09- SEP- 86
09- SEP- 86

27- AUG 99
27- AUG 99

06- JAN- 82

29- MAR- 84

24- JAN- 00

29- APR- 92

02- MAR- 99
02- MAR- 99

21- MAY- 92

28- NOv- 79

PAGE 71

26- APR- 93

13- JUN- 94

ACKNOMLEDGE ADL / FPL

FPL

FPL
FPL

FPL
FPL
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NO17766 B BRAUN RX SLR 012 11- APR- 88
NEPHRAM NE 5. 4%
AM NO ACI DS
NO17768+ ZENECA PHARMVS arc SLR 025 25- AUG 89
HI Bl CLENS
CHLORHEXI DI NE GLUCONATE
NO17769+ AVENTI S PHARM PRCD RX SLR 024 24- SEP- 93 FPL
CALCI MAR
CALCI TONI N, SALMON
NO17771 DUPONT PHARMS RX SLR 009 29- APR- 85
TECHNELI TE

TECHNETI UM TC- 99M SCDI UM PERTECHNETATE GENERATOR

NO17775 NYCOVED AMERSHAM RX SLR 018 15- DEC- 89
TECHNETI UM TC 99M HSA
TECHNETI UM TC- 99M ALBUM N KI' T

NO17776 as RX SLR 009 19- MAY- 89
PULMOLI TE
TECHNETI UM TC- 99M ALBUM N AGGREGATED KI T

N017781+ SCHERI NG RX SLR 001 24- APR- 80
DI PROSONE
BETAMETHASONE DI PROPI ONATE

NO17783+ PFI ZER RX SLR 015 06- AUG- 99
GLUCOTROL
GLI PI ZI DE

N017784 NYCOVED AMERSHAM RX SLR 019 15- DEC- 88
TECHNETI UM TC 99M TSC

TECHNETI UM TC- 99M SULFUR COLLO D KI' T

NO17788 RES | NDS RX SLR 001 29- SEP- 80
RI M5O 50 SLR 002 29- SEP- 80
DI METHYL SULFOXI DE

NO17789

(+ - Represents a Referenced Drug )
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ABBOTT LABS RX SLR 043 13-JUL- 87
AM NOSYN 3. 5%
AM NO ACI DS
NO17794+ WYETH AYERST LABS RX SLR 027 23- DEC- 87
ATl VAN SLR 030 23- DEC- 87
LORAZEPAM
N017799 ABBOTIT LABS RX SLR 102 20- AUG 97

DEXTROSE 5% AND SODI UM CHLORI DE 0. 3% I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N017802 WYETH AYERST LABS RX SLR 016 29- NOV- 94 FPL
LO OVRAL- 28

NORGESTREL

N017806+ DUPONT PHARMS RX SLR 023 07- MAR- 97 ADL

THALLQUS CHLCRIDE TL 201
THALLQUS CHLCRI DE, TL-201

N017807 LOTUS BI OCHEM RX SLR 001 05- NOv- 82
PROFERDEX
| RON DEXTRAN

N017808+ NOVARTI S PHARM RX SLR 014 14-JUL- 97 ADL
M ACALCI N
CALCI TONI N, SALMON

N017810+ PHARVACI A AND UPJOHN RX SLR 016 05- AUG 97 07- AUG 98 FPL
PROSTI N E2
DI NOPROSTONE

N017812 ROXANE RX SLR 007 28- JAN- 87
LI THI UM CARBONATE
LI THI UM CARBONATE

N017814+ MERCK RX SLR 027 24- OCT- 94 FPL
I NDOCI N

| NDOVETHACI N

N017820+ ELI LILLY RX SLR 036 29-JUL- 98

DOBUTREX

DOBUTAM NE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NO017821+ MERCK RX SLR 024 21-JUN- 97

FLEXERI L

CYCLOBENZAPRI NE  HYDROCHLORI DE

N017823 VESTWOOD SQUI BB RX SLR 005 18- APR- 80

HALOG

HALCI NONI DE

N017829+ SCHERI NG RX SLR 009 30- NOv- 82

DI PROSONE

BETAMETHASONE DI PROPI ONATE

N017830+ DUPONT PHARMS RX SLR 007 27- JAN- 86

LODOSYN SLR 008 27- JAN- 86

CARBI DOPA SLR 012 27- JAN- 86

N017831+ PROCTER GVBL PHARMS RX SLR 051 18- JUN- 97 ADL

DI DRONEL

ETI DRONATE DI SODI UM

N017833 BRACCO DXS RX SLR 010 06- CCT- 89

MACROTEC

TECHNETI UM TC- 99M ALBUM N AGGREGATED KI' T

N017835 1 SO TEX DI AGS RX SLR 005 08- MAR- 79

CHROMALBI N SLR 006 08- MAR- 79

ALBUM N CHROVATED CR-51 SERUM

N017837 1 SO TEX DI AGS RX SLR 012 22- JAN- 85
MEGATOPE
ALBUM N | ODI NATED 1 -131 SERUM

N017842 MALLI NCKRODT MEDI CAL RX SLR 012 15- FEB- 89
TECHNESCAN MAA
TECHNETI UM TC- 99M ALBUM N AGGREGATED KI T

N017844 MALLI NCKRODT MEDI CAL RX SLR 001 10- MVAY- 82
RADI O ODI NATED SERUM ALBUM N (HUMAN) | HSA | 125
ALBUM N | ODI NATED 1 - 125 SERUM

(+ - Represents a Referenced Drug )
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NO017849+ NOVARTI S PHARMS RX SLR 032 02- FEB- 99
BRETHI NE
TERBUTALI NE SULFATE
N017850 APOTHECON RX SLR 026 19- SEP- 89
KLOTRI X
POTASSI UM CHLORI DE
NO17851+ NOVARTI S PHARMS RX SLR 034 17- NOv- 89
LI ORESAL
BACLOFEN
NO017853+ SCHERI NG RX SLR 016 06- NOv- 98
PROVENTI L
ALBUTEROL SULFATE
NO017854+ ROBI NS AH RX SLR 039 09- MAR- 99 FPL
REGLAN
METOCLOPRAM DE HYDROCHLORI DE
NO017856+ AVENTI S PHARMS RX SLR 002 30-JUN- 78
TOPI CORT
DESOXI METASONE
NO17857+ APOTHECON RX SLR 054 25- MAY- 99 FPL
STADOL

BUTORPHANCL TARTRATE

REVI SED PI PROVI DES FOR CHANGES BASED ON | NFORVATI ON OBTAI NED FOLLOW NG THE
MARKETI NG OF THE NASAL SOLUTI ON

N017858 as RX SLR 020 22- SEP- 89
AN- SULFUR COLLO D
TECHNETI UM TC- 99M SULFUR COLLO D KI' T

N017862+ ROBI NS AH RX SLR 042 09- MAR- 99 FPL
REGLAN
METOCLOPRAM DE HYDROCHLORI DE

N017863
SORBI TOL 3% | N PLASTI C CONTAI NER

(+ - Represents a Referenced Drug )
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BAXTER HLTHCARE RX SLR 034 08- MAY- 91
SORBI TOL
N017865 BAXTER HLTHCARE RX SLR 031 08- MAY- 91
AM NOACETI C ACI D 1.5% | N PLASTI C CONTAI NER
GYC NE
NO017869+ Cl BA VI SI ON CORP RX SLR 005 14- FEB- 96

FUNDUSCEI N- 25
FLUORESCEI N SODI UM

NO17871+ MERCK RX SLR 006  01- NOv-85
DEMSER
METYROSI NE

NO17874+ NOVARTI S CONS RX SLR 009 27- OCT- 81
TRANSDERM SCOP
SCOPOLAM NE

NO17875+ PARKE DAVI S RX SLR 030 24- NOV- 99 ADL
LCESTRIN 21 1.5/30
NORETHI NDRONE ACETATE

NO17876+ PARKE DAVI S RX SLR 029 24- NOV- 99 ADL
LCESTRIN 21 1/20
NORETHI NDRONE ACETATE

N017881 DRAXI MAGE RX SLR 002 02- APR- 99 FPL
TECHNETI UM TC 99M ALBUM N AGGREGATED KI T SLR 003 02- APR- 99 FPL
TECHNETI UM TC- 99M ALBUM N AGGREGATED KI T

N017884+ AVENTI S PHARMS RX SLR 010 22-OCT-81
CHRONULAC
LACTULCSE

N017892+ PHARVACI A AND UPJCHN RX SLR 033 04- APR- 96 FPL
HALCI ON

TRI AZOLAM

NO17911+ MERCK RX SLR 058 10-JUL-95 FPL
CLI NORI L

SULI NDAC

N017919

(+ - Represents a Referenced Drug )
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JOHNSON RW RX SLR 065 27- AUG 99 FPL
ORTHO NOVUM 1/ 35- 28 SLR 069 27- AUG 99 FPL

NORETHI NDRONE

N017920+ SM THKLI NE BEECHAM RX SLR 087 22- FEB- 95 FPL
TAGAMET

Cl METI DI NE

N017922+ AVENTI S PHARM PRCD RX SLR 025 13- APR- 98 FPL

DDAVP (NEEDS NO REFRI GERATI ON)
DESMOPRESSI N ACETATE

N017923+ NOVARTI S PHARMS RX SLR 036 19- JAN- 89
MELLARI L-S
THI ORI DAZI NE

N017924+ SM THKLI NE BEECHAM RX SLR 058 22- FEB- 95 FPL
TAGAMET
Cl METI DI NE HYDROCHLORI DE

N017929+ NOVO NORDI SK PHARM arc SLR 020 07-JAN-94 FPL
NPH | NSULI N
I NSULI N SUSP | SOPHANE BEEF

N017931+ ELI LILLY RX SLR 020 22- APR- 92
I LETIN |
I NSULI N PORK

N017936+ ELI LILLY orc SLR 022 22- APR- 92
NPH | LETI N | ( BEEF- PORK)
I NSULI N SUSP | SOPHANE BEEF/ PORK

N017938+ ENDO PHARMS RX SLR 015 28- SEP- 87

MOBAN

MOLI NDONE HYDROCHL ORI DE

N017939+ SM THKLI NE BEECHAM RX SLR 085 22- FEB- 95 FPL
TAGAMET

Cl METI DI NE HYDROCHLORI DE

NO017943+ MONARCH PHARMS RX SLR 010 06- AUG- 99 FPL
PROLOPRI M SLR 015 06- AUG 99 FPL

TRI METHCPRI M

(+ - Represents a Referenced Drug )
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N017944 NYCOVED AMERSHAM RX SLR 005 12- MAR- 85

MPI DVBA KI DNEY REAGENT
TECHNETI UM TC- 99M SUCCI MER KI' T

NO17950+ VESTWOOD SQUI BB RX SLR 001 03-JUL-79
VESTCORT

HYDROCORTI SONE VALERATE

N017952 ROCHE RX SLR 002 08-JUL- 82
TRI MPEX

TRI METHCPRI M

NO17955+ JOHNSON AND JOHNSON RX SLR 012 28- AUG 90
RETI N- A SLR 013 28- AUG 90
TRETI NO N

N017956 3M PHARMACEUTI CALS RX SLR 023 17- FEB- 87

TEPANI L TEN- TAB
DI ETHYLPROPI ON HYDROCHL ORI DE

N017957 FRESENI US KABI RX SLR 026 30- APR- 87
NOVAM NE 15%

AM NO ACI DS

NO017962+ NOVARTI S PHARM RX SLR 053 09- NOv- 99
PARL ODEL

BROMOCRI PTI NE MESYLATE

PEDI ATRI C USE SECTI ON

NO17963+ NOVARTI S PHARM RX SLR 051 16- MAR- 99 FPL
LOPRESSOR

METOPROLOL TARTRATE

NO017968+ PHARVACI A AND UPJCOHN RX SLR 006 22- FEB- 96 FPL
DEPO- TESTADI OL

TESTOSTERONE CYPI ONATE

NO17970+
NOL VADEX

(+ - Represents a Referenced Drug )
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ZENECA PHARMS RX SLR 043 02- APR- 99

TAMOXI FEN Cl TRATE

N017972 as RX SLR 011 03-APR-89 26- JUN- 89
OSTEQLI TE
TECHNETI UM TC- 99M MEDRONATE KI T

N017979 AM PHARM PARTNERS RX SLR 021 26- AUG 93 FPL
HEPARI N SODI UM
HEPARI N SODI UM

N017980 WYETH AYERST LABS RX SLR 005 13- DEC- 85
MAZANOR
MAZ| NDOL

NO017986+ PFI ZER RX SLR 010 01- MAY- 89
M NI ZI DE
PRAZCOSI N HYDROCHL ORI DE

NO17989+ PHARVACI A AND UPJCHN RX SLR 012 11- VAY-98 FPL
HEMABATE
CARBOPROST TROMETHAM NE

NO17993+ NOVARTI S PHARMS RX SLR 027 12- NOv- 98 FPL
HYDERG NE
ERGOLO D MESYLATES

NO017994+ PHARVACI A AND UPJCHN RX SLR 016 29- MAR- 84
FLORONE
DI FLORASONE DI ACETATE

N018006+ PARKE DAVIS DIV W RX SE1 011 23-JUL-90 09-OCT-90
MECLOMVEN SE1 013 23-JUL-90 09-OCT-90
MECLOFENAMATE SCDI UM

N018008 BAXTER HLTHCARE RX SLR 054 22- APR- 93 ADL
DEXTROSE 5% SCDI UM CHLORI DE 0. 45% AND POTASSI UM CHLORI DE 20MEQ (K)
SODI UM CHLORI DE

N018012 NOVARTI S PHARMS RX SLR 020 08- JUL- 96
PAMVELOR SLR 021 08- JUL- 96 FPL
NORTRI PTYLI NE HYDROCHLORI DE SLR 022 08- JUL- 96 FPL

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 80

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N018013+ NOVARTI S PHARMS RX SLR 045 08-JUL- 96
PAMELOR SLR 046 08- JUL- 96 FPL
NORTRI PTYLI NE HYDROCHLORI DE SLR 049 08- JUL- 96 FPL
N018014+ I NTL MEDI CATI ON RX SL 018 23-CCT-91
DOPAM NE HCL

DOPAM NE HYDROCHLORI DE

N018016 BAXTER HLTHCARE RX SLR 034 18- APR- 85
SODI UM CHLORI DE 0. 45%
SODI UM CHLORI DE

N018017+ MERCK RES RX SLR 033 15- VAY- 98 FPL
BLOCADREN
TI MOLOL MALEATE

REVI SED PI - DESCRI PTI ON, PRECAUTI ONS (Drug Interactions, Pediatric Use),

N018021+ LEDERLE LABS RX SLR 022 18- FEB- 88

ASENDI N SLR 024 18- FEB- 88

AMOXAPI NE SLR 027 18- FEB- 88

N018024+ ENDO PHARMS RX SLR 032 02- NOV- 94 ADL
NUBAI N

NALBUPHI NE HYDROCHL ORI DE

N018027+ SOLVAY PHARNMA RX SLR 034 20- APR- 90

LI THCBI D

LI THI UM CARBONATE

N018029 NOVARTI S PHARMS RX SLR 022 20- FEB- 98 FPL
RI TALI N- SR

METHYLPHENI DATE HYDROCHLORI DE

REVI SED PI TO PROVI DE FOR THE ADDI TI ON OF STATEMENTS TO THE ADVERSE REACTI ONS
SECTI ON REGARDI NG NEUROLEPTI C MALI GNANT SYNDROME- LI KE EVENTS

(+ - Represents a Referenced Drug )
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NO018031+ WYETH AYERST LABS RX SLR 029 07- NOv- 97 FPL

| NDERI DE- 80/ 25
PROPRANCLOL HYDROCHLORI DE

REVI SED Pl - WARNI NGS, PRECAUTI ONS, HOW SUPPLI ED, DOSAGE AND ADM NI STRATI ON

N018035 DRAXI MAGE RX SLR 015 02- APR-99
TECHNESCAN MDP KI' T SLR 016 02- APR-99
TECHNETI UM TC- 99M MEDRONATE KI T

N018037 BAXTER HLTHCARE RX SLR 042 03-JUL- 85
DEXTROSE 5% SODI UM CHLORI DE 0. 2% AND POTASSI UM CHLORI DE 40MEQ
SODI UM CHLORI DE

N018039+ WATSON LABS RX SLR 023 16- SEP- 98 FPL
LOXI TANE | M
LOXAPI NE HYDROCHLORI DE

N018044+ ROCHE RX SE1 025 20- NOv- 98
ROCALTROL
CALCI TR QL

N018045+ PHARVACI A AND UPJCHN RX SLR 010 09- OCT- 98
EMCYT
ESTRAMUSTI NE PHOSPHATE SODI UM

N018052+ SCHERI NG PLOUGH arc SE1 024 26- APR- 93
GYNE- LOTRI M N
CLOTRI MAZOLE

NO018057+ BRI STOL MYERS RX SLR 072 05- MAY- 99 FPL
PLATI NOL- AQ
Cl SPLATI N

N018058 MALLI NCKRODT MEDI CAL RX SLR 007 27- SEP- 82
GALLI UM Cl TRATE GA 67
GALLI UM Cl TRATE, GA-67

N018060
ACEPHEN

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 82

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
GW LABS arc SLR 055 31- MAR- 97

ACETAM NOPHEN

NO18061+ MERCK RX SLR 025 13- OCT- 98 FPL
TI MOLI DE 10- 25

TI MOLOL MALEATE

REVI SED Pl - DESCRI PTI ON, PRECAUTIONS (Drug Interactions, Pediatric Use),

OVERDCSAGE

N018062+ SCHERI NG RX SLR 016 06- NOv- 98
PROVENTI L

ALBUTEROL SULFATE

N018063+ APOTHECON RX SLR 049 07- NOv- 90
CORGARD

NADOLOL

NO18067+ ELI LILLY RX SLR 020 11- AUG 92
Cl NOBAC SLR 021 11- AUG 92
Cl NOXACI N

N018074 EON MANUFACTURE LABS RX SLR 029 16- JUN- 99

PHENDI METRAZI NE TARTRATE
PHENDI METRAZI NE TARTRATE

N018081+ ABBOTT LABS RX SLR 018 11- AUG 86
DEPAKENE
VALPRO C ACI D

N018082+ ABBOTT LABS RX SLR 013 11- AUG 86
DEPAKENE
VALPRO C ACI D

N018084+ JOHNSON RW RX SLR 041 25- MAR- 91

TOLECTIN DS

TOLMETI N SCDI UM

N018086+ MERCK RX SLR 052 18- MAR-98 03- AUG 98 FPL
TI MOPTI C

TI MOLOL MALEATE

REVI SED PI - PRECAUTI ONS AND ADVERSE REACTI ONS SECTI ONS

(+ - Represents a Referenced Drug )
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N018087+ FERRI NG PHARMS RX SLR 013 23-JUN- 94 FPL
THYREL TRH
PROTI RELI N
NO018101+ ENDO PHARMS RX SE2 002 19- APR-93 10- MAY-93
SYMVETREL
AMANTADI NE HYDROCHLORI DE
N018104+ PHARVACI A AND UPJCHN RX SLR 006 01- AUG 90
HYLOREL SLR 007 01- AUG 90

GUANADREL SULFATE

N018107 BRACCO DXS RX SLR 006 24- MAR- 93 FPL
VDP- BRACCO
TECHNETI UM TC- 99M MEDRONATE KI T

NO18110+ NYCOVED AMERSHAM RX SLR 006 27- FEB- 96
THALLQUS CHLCRIDE TL 201
THALLQUS CHLCORI DE, TL-201

NO018116+ FUJI SAWA HLTHCARE RX SLR 005 02- FEB- 89
CYCLOCORT
AMCI NONI DE

NO18117+ AVENTI S PHARM PROD RX SLR 029 08- FEB- 99
AZMACORT
TRI AMCI NOLONE ACETONI DE

N018118+ GLAXO VEELLCOVE RX SLR 016 15-JUL-98 FPL
LANOXI CAPS

DI GOXI N

REVI SED PI - PRECAUTI ONS, OVERDOSAGE

N018123+ WYETH AYERST LABS RX SLR 011 09- MAY-94  02- JUN- 95 ADL
FACTREL

GONADORELI N HYDROCHLORI DE

N018124
Cl s- MDP

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
as RX SLR 011 28- SEP- 89

TECHNETI UM TC- 99M MEDRONATE KI T

N018127+ BRI STOL MYERS SQUI BB RX SLR 033 10- AUG- 98 FPL
OVCON- 35
NORETHI NDRONE

N018132+ ABBOTT RX SL 048 07- JAN- 00
DOPAM NE HCL
DOPAM NE HYDROCHLORI DE

N018140+ WYETH AYERST LABS RX SE1 003 05- SEP-97 FPL
ATl VAN
LORAZEPAM

N018141 NYCOVED AMERSHAM RX SLR 020 31- OCT- 88
TECHNETI UM TC 99M MPI  MDP
TECHNETI UM TC- 99M MEDRONATE KI T

N018147+ PFI ZER LABS RX SLR 018 14- VAY- 98 ADL
FELDENE SLR 021 14- VAY- 98 ADL
Pl ROXI CAM SLR 023 14- VAY- 98 ADL

SLR 026 14- VAY- 98 ADL

REVI SED PI - WARNI NGS, | NFORVATI ON FOR PATI ENTS, LABORATCRY TESTS

N018148+ DURA RX SE2 023 25- FEB- 99
NASAL| DE

FLUNI SCLI DE

N018150+ MALLI NCKRODT MEDI CAL RX SLR 013 22- NOV- 99

THALLQUS CHLCRIDE TL 201
THALLQUS CHLCRI DE, TL-201

N018152+ SKB PHARMS RX SLR 006 30- CCT- 86
ESKALI TH CR

LI THI UM CARBONATE

N018153 GLAXO VELLCOVE RX SLR 022 10- DEC- 97
BECLOVENT

BECLOVETHASONE DI PROPI ONATE

REVI SED PI - PRECAUTI ONS SECTI ON

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N018154+ PHARVACI A AND UPJCHN RX SLR 020 08- APR-94 FPL
LONI TEN
M NOXI DI L
NO18155+ ALLERGAN RX SE2 018 11-JUN-93 FPL
OPTI CROM

CROMOLYN SCDI UM

N018160 SEARLE PHARMS RX SLR 030 02- SEP-99 FPL
DEMULEN 1/ 35- 28
ETHYNODI OL DI ACETATE

N018163+ NOVARTI S PHARMS RX SLR 029 19-JUL- 94
RESTORI L

TEMAZEPAM

N018164+ SYNTEX (FP) RX SLR 046 15- DEC- 93
ANAPROX DS

NAPROXEN SODI UM

N018168+ SEARLE PHARMS RX SLR 026 02- SEP-99 FPL
DEMULEN 1/ 35-21
ETHYNCODI OL DI ACETATE

N018181+ BAYER CONS RX SL 008 03- APR- 95
MYCELEX
CLOTRI MAZOLE

N018182 BAYER arc SLR 012 24- MAY- 93 FPL
MYCELEX- 7
CLOTRI MAZOLE

NO18191+ SCHERI NG PLOUGH arc SLR 008 15- MAR- 96 FPL
AFRI NCL
PSEUDCEPHEDRI NE SULFATE

N018200+ MERCK RX SLR 020 16- SEP- 92
M DAMOR
AM LORI DE HYDROCHL ORI DE

N018201+
MODURETI C 5- 50

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
MERCK RES RX SLR 034 24- AUG 98 FPL

HYDROCHLOROTHI AZI DE

N018202+ NOVARTI S PHARM RX SLR 015 15- APR- 98 FPL
CYTADREN
AM NOGLUTETH M DE

REVI SED Pl - PRECAUTI ONS( PEDI ATRI C USE SUBSECTI ON), OVERDOSACE.

N018207+ APOTHECON RX SE2 014  07-NOv-88
DESYREL
TRAZODONE HYDROCHLORI DE

NO018211+ ALZA RX SLR 006 19- MVAR-91 19- MAR-91
DI TROPAN
OXYBUTYNI N CHLORI DE

N018225+ ROCHE RX SLR 013 10- FEB- 98 FPL
BUMEX
BUMETANI DE

PEDI ATRI C RULE

N018226+ ROCHE RX SLR 019 10- FEB- 98 FPL
BUMEX

BUMETANI DE

PEDI ATRI C RULE

N018227+ ABBOTT LABS RX SLR 012 26- FEB- 99
AM DATE

ETOM DATE

N018230 BAYER arc SLR 016 09- FEB- 96
MYCELEX- 7

CLOTRI MAZOLE

N018233 ABBOTT LABS RX SLR 026 29- NOV- 85
STERI LE WATER FOR | NJECTI ON

WATER FOR | NJECTI ON, STERILE

N018234

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
VESTWOCD SQUI BB RX SLR 009 03- AUG 84
HALCG E
HALCI NONI DE
N018238+ KV PHARM RX SLR 022 30- JAN- 98 FPL
M CRO-K 10 SLR 023 30- JAN- 98 FPL

POTASSI UM CHLORI DE

CLASS LABELI NG CHANGES

N018239+ ALLERGAN PHARM RX SLR 017 23- OCT- 89
PROPI NE
DI PI VEFRI N HYDROCHLORI DE

N018240+ ZENECA (US) RX SLR 026 21-JUL-99 FPL
TENORM N
ATENCLCL

N018245 NOVARTI S PHARM RX SLR 022 29- APR- 97 FPL
SYNTOC! NON
OXYTOCI N

N018248 AM PHARM PARTNERS RX SLR 026 22- FEB- 99
OXYTOCI N
OXYTOCI N

N018257+ ASTRAZENECA RX SLR 026 07-JUL-99 FPL
TONOCARD
TOCAI NI DE HYDROCHLORI DE

N018258 B BRAUN RX SLR 011 25- JUN- 85
DEXTROSE 5% I N ACETATED RINGER S I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018261+ PARKEDALE RX SLR 013 22- FEB- 99
PI TOCI N
OXYTOCI N

N018263 as RX SLR 010 26- APR- 89
M CRCOLI TE
TECHNETI UM TC-99M ALBUM N COLLO D KI T

N018264+
DANTRI UM

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PROCTER GVBL PHARMS RX SLR 015 28- JUN- 89

DANTROLENE SODI UM

N018270 B BRAUN RX SLR 016 22- APR- 88
| SOLYTE MW DEXTROSE 5% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018272 DRAXI MAGE RX SLR 004 02- APR-99 FPL
TECHNESCAN GLUCEPTATE SLR 005 02- APR- 99 FPL
TECHNETI UM TC- 99M GLUCEPTATE KI T

N018273 B BRAUN RX SLR 014 28- DEC- 87
| SOLYTE H W DEXTRCSE 5%
SODI UM CHLORI DE

N018276+ PHARVACI A AND UPJCHN RX SLR 034 24- NOV- 98 FPL
XANAX

ALPRAZCOLAM

N018279 ABBOTT LABS RX SLR 016 01- AUG 88

POTASSI UM CHLORI DE
POTASSI UM CHLORI DE

N018281+ NOVARTI S PHARMS RX SLR 030 15-JUL-98 FPL

TEGRETCL SLR 031 15-JUL-98 FPL

CARBAMAZEPI NE SLR 032 15-JUL-98 FPL
SLR 034 15-JUL-98 FPL

N018285+ NOVARTI S PHARMS RX SLR 022 19- AUG 92

VI SKEN

Pl NDOLOL

N018290+ FERRI NG LABS RX SLR 005 16- AUG- 89 04-JAN-90

SECRETI N- FERRI NG

SECRETI N

N018298+ NOVARTI S PHARMS arc SE1 024 31- OCT- 96

TAVI ST-D

PHENYLPROPANCLAM NE HYDROCHLCORI DE

N018299+

VI ROPTI C

(+ - Represents a Referenced Drug )
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MONARCH PHARMS RX SLR 009 17-OCT-97 06-JUL-98 FPL

TRI FLURI DI NE

Revised Pl to add a Pediatric Use subection to PRECAUTI ONS section. Al so,
Changes to CLI Nl CAL PHARMACOLOGY (Clinical Studies), DESCRI PTION. Al so,
del etion of Drug Interactions subecti on and REFERENCES secti on.

N018300+ ZENECA PHARMS GRP arc SLR 006 04- AUG 89
HI Bl STAT
CHLORHEXI DI NE GLUCONATE

N018303+ NOVARTI S PHARM RX SLR 016 07- NOv- 97 FPL
LOPRESSOR HCT
METOPROLOL TARTRATE

REVI SED PI - DOSAGE AND ADM NI STRATI ON, PRECAUTI ONS, HOW SUPPLI ED

N018312+ ORGANON RX SLR 008 16- JUN- 86

CALDEROL

CALCI FEDI OL

N018321 MALLI NCKRODT MEDI CAL RX SLR 015 14-JUL- 94 ADL

TECHNESCAN HDP
TECHNETI UM TC- 99M OXI DRONATE KI T

N018332+ MERCK RX SLR 020 24- OCT- 94 FPL
I NDOCI N
| NDOVETHACI N

N018333+ BLUE RI DGE RX SLR 027 14-JUL-94 09- AUG 96 FPL
CARAFATE
SUCRALFATE

N018336 BAXTER HLTHCARE RX SLR 012 26- JUN- 85
TIS-U-SOL I N PLASTI C CONTAI NER
SODI UM PHOSPHATE

N018337+ ASCENT PEDS arc SLR 013 26- AUG 92 31- MAR- 97
I NFANTS' FEVERALL
ACETAM NOPHEN

N018343+
CAPOTEN

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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BRI STOL MYERS SQUI BB RX SLR 073 20- APR- 99 FPL
CAPTOPRI L
N018344+ ELI LILLY RX SLR 018 18- MAR- 92
ILETIN 11

I NSULI N PURI FI ED PORK

N018345+ ELI LILLY arc SLR 018 18- MAR- 92
NPH I LETIN I ( PORK)
I NSULI N SUSP | SOPHANE PURI FI ED PORK

N018347+ ELI LILLY arc SLR 020 28- SEP- 95 FPL
LENTE I LETIN Il ( PORK)
I NSULI N ZI NC SUSP PURI FI ED PORK

N018353+ SCS PHARMS RX SLR 024  30- NOv-92
FLAGYL |.V. RTU
METRONI DAZOLE

N018354+ JOHNSON RW RX SLR 038 21- JAN- 00 FPL
ORTHO- NOVUM 10/ 11- 28
NORETHI NDRONE

N018358 B BRAUN RX SLR 010 26- JUN- 85
DEXTROSE 2. 5%

DEXTROSE

N018365 ABBOTT LABS RX SLR 065 20- AUG 97

POTASSI UM CHLORI DE 20MEQ | N DEXTROSE 5% AND SODI UM CHLORI DE 0. 225%
SODI UM CHLORI DE

N018374+ ROCHE RX SLR 015 06- MAR-96 21- AUG 96 FPL
BACTRI M

TRI METHCPRI M

N018379 FRESENI US MEDCL RX SLR 072 24- JUN- 88

DELFLEX- LM W DEXTROSE 3. 5% SLR 074 24- JUN- 88

SODI UM LACTATE

N018381 NOVO NORDI SK PHARM arc SLR 027 16- APR- 97 ADL
REGULAR PURI FI ED PORK | NSULI N

I NSULI N PURI FI ED PORK

N018383

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NOVO NORDI SK PHARM orc SLR 025 16- APR- 97 ADL
LENTE
I NSULI N ZI NC SUSP PURI FI ED PORK
N018388 ABBOTT LABS RX SLR 064 26- AUG 99 FPL
LI DOCAI NE HCL 0. 8% I N DEXTROSE 5% I N PLASTI C CONTAI NER SLR 067 26- AUG 99 FPL

LI DOCAI NE HYDROCHLORI DE

N018389+ MERCK RX SLR 012  05- AUG 97 FPL
ALDOVET SLR 013  05- AUG 97 FPL
METHYLDOPA

N018397+ SCHERI NG PLOUGH arc SLR 009 20- OCT- 97

CHLOR- TRI METON
PSEUDCEPHEDRI NE SULFATE

N018398+ ELKI NS SI NN RX SL 023 27- FEB- 98
DOPAM NE HCL
DOPAM NE HYDROCHLORI DE

N018401+ RECKI TT AND COLMAN RX SLR 011 25-JUN-93
BUPRENEX
BUPRENORPHI NE  HYDROCHL ORI DE

N018405+ WYETH AYERST LABS RX SLR 012 27- MAR- 91
AYGESTI N
NORETHI NDRONE ACETATE

N018406 ABBOTT LABS RX SLR 051 23- FEB- 00
PHYSI OSOL PH 7.4
SODI UM GLUCONATE

REVI SED PI - PRECAUTI ONS

N018418 NOVARTI S PHARMS RX SLR 017 12- NOv- 98 FPL
HYDERG NE

ERGOLO D MESYLATES

N018421+ ROXANE RX SLR 008 27- JAN- 86

LI THI UM Cl TRATE
LI THI UM Cl TRATE

(+ - Represents a Referenced Drug )
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N018422+ PARKE DAVI S PHARMS RX SLR 034  03-DEC-98 ADL
LOPI D
GEMFI BROZI L
N018423+ ZENECA PHARMS GRP arc SLR 010 25- AUG 89
HI Bl CLENS
CHLORHEXI DI NE GLUCONATE
N018429 ABBOTT LABS RX SLR 014 19- AUG- 87
AM NOSYN- RF 5. 2%
AM NO ACI DS
N018439+ STERI S RX SLR 014 27-FEB-96 09- APR- 96 FPL
M/C PLUS
VITAM N E
N018445+ MERCK RX SLR 052 15- VAY- 98
DOLCBI D SLR 053 15- VAY-98 08-JUL-98
DI FLUNI SAL

REVI SED Pl - PRECAUTI ONS (Pediatric Use), ADVERSE REACTI ONS ( Causal
Rel at i onshi p)

N018449+ FRESENI US KABI RX SLR 020 20- JUN- 90

I NTRALI PI D 20%

SOYBEAN O L

N018452+ MONARCH PHARMS RX SLR 012 19- MAR-97  30- SEP- 97 FPL

SEPTRA SLR 013 19- MAR-97  30- SEP- 97 FPL

TRI METHCPRI M SLR 016 19- MAR-97  30- SEP- 97 FPL
SLR 022 19- MAR- 97 FPL

N018458+ SANCFI  SYNTHELABO RX SLR 007 10- NOv- 88

TALACEN

PENTAZOCI NE HYDROCHL ORI DE

N018460 B BRAUN RX SLR 024  05-NOv-91
DI ALYTE LM DEXTROSE 4. 25%

SODI UM LACTATE

(+ - Represents a Referenced Drug )
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N018461 BAXTER HLTHCARE RX SLR 046 18- SEP- 98 FPL

LI DOCAI NE HCL 0. 8% AND DEXTROSE 5% | N PLASTI C CONTAI NER
LI DOCAI NE HYDROCHLORI DE

N018465+ ALPHA THERAPEUTI C RX SL 005 20- MAY- 88

SOYACAL 10% SL 012 20- MAY- 88

SOYBEAN O L

N018467 as RX SE1 014 29-DEC-93 24- MAR- 94 FPL
HEPATCOLI TE SLR 013 29-DEC-93 24- MAR- 94 FPL

TECHNETI UM TC- 99M DI SOFENIN KI T

N018469 ALCON RX SLR 032 29- DEC- 98 FPL
BSS PLUS
SODI UM PHOSPHATE

N018471 SCHERI NG PLOUGH orc SLR 011 24- AUG- 89 30-JAN-90
OCUCLEAR
OXYMETAZOLI NE HYDROCHLORI DE

N018473+ GLAXO VELLCOVE RX SLR 028 30-JUL-98
VENTQOLI N
ALBUTERCL

N018482+ PFI ZER RX SLR 042 12- AUG 97 ADL
PROCARDI A
NI FEDI Pl NE

N018484+ PHARVACI A AND UPJOHN RX SLR 012 15- JUN- 94 FPL
PROSTI N VR PEDI ATRI C
ALPROSTADI L

N018485+ KNOLL PHARM RX SLR 009 07- MAR- 94 FPL
| SOPTI N
VERAPAM L HYDROCHLORI DE

N018494 BAXTER HLTHCARE RX SLR 007 26- JUN- 85

LACTATED RINGER S I N PLASTI C CONTAI NER
SODI UM LACTATE

(+ - Represents a Referenced Drug )
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N018498+ FUJI SAWA HLTHCARE RX SLR 005 02- FEB- 89
CYCLOCORT
AMCI NONI DE
N018509 LAFAYETTE RX SLR 003 21-SEP-92 20-JUL-94
BARCS
TARTARI C ACI D
N018511 DRAXI MAGE RX SLR 005 02- APR-99 FPL
DTPA SLR 006 02- APR- 99 FPL

TECHNETI UM TC- 99M PENTETATE KI T

N018519 BAXTER HLTHCARE RX SLR 004 06- APR- 85
| RRI GATI NG SOLUTI ON G I N PLASTI C CONTAI NER
SODI UM CARBONATE

N018520+ ADVANCED CARE PRODS arc SLR 014  08-OCT-92 08-FEB-95

MONI STAT 7

M CONAZOLE NI TRATE

N018521 SCHERI NG RX SLR 025 03- MAR- 97 FPL
VANCENASE

BECLOVETHASONE DI PROPI ONATE

NO018531+ ABBOTT RX SL 013 30- AUG 99
NI TROGLYCERI N
NI TROGLYCERI N

N018533+ JANSSEN PHARM RX SLR 029 08-JUL- 96 FPL
NI ZORAL
KETOCONAZOLE

N018537+ FAULDI NG PHARM ( US) RX SLR 015 09- DEC- 98 ADL
TRID L
NI TROGLYCERI N

N018538+ AVENTI S PHARM PROD RX SLR 020 29- OCT- 96

LazOL SLR 021 29- OCT- 96 FPL
| NDAPAM DE

(+ - Represents a Referenced Drug )
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N018553+ WYETH AYERST LABS RX SLR 027 22- AUG 99 FPL
I NDERAL LA

PROPRANCLOL  HYDROCHLORI DE

REVI SED PI - WARNI NGS, PRECAUTI ONS

N018554+ SCHERI NG RX SLR 015 19- AUG 99
EULEXI N
FLUTAM DE

NO18557+ ROCHE RX SLR 012  03- NOv-87
FANSI DAR
SULFADOXI NE

N018565+ ELKI NS SI NN RX SLR 005 28- APR- 94 ADL
I NFUMORPH
MORPHI NE SULFATE

N018571+ NOVARTI S PHARMS RX SLR 010 11- DEC- 98 ADL
BRETHI NE
TERBUTALI NE SULFATE

N018578 BASF RX SLR 006 11-JUL-90
SSD AF
S| LVER SULFADI AZI NE

N018581+ ELKI NS SI NN RX SL 016 21- APR- 92
SODI UM NI TROPRUSSI DE
SODI UM NI TROPRUSSI DE

N018582 B BRAUN RX SLR 009 11- APR- 88
PROCALAM NE
SODI UM CHLORI DE

N018584+ GLAXO VELLCOVE RX SLR 025 04- APR- 96 FPL
BECONASE
BECLOVETHASONE DI PROPI ONATE

N018587+ WYETH AYERST LABS RX SLR 022 23-JUL-97 FPL
WYTENSI N
GUANABENZ ACETATE

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N018590+ ELKI NS SI NN RX SL 017 09- SEP-99
AM NOCAPRO C ACI D
AM NOCAPRO C ACI D
N018593+ KNOLL PHARM RX SLR 014 20-JUL- 88
| SOPTI N
VERAPAM L HYDROCHLORI DE
N018596+ AVENTI S PHARM PRCD RX SLR 026 27- MAY- 97
I NTAL
CROMOLYN SCDI UM
N018602+ AVENTI S PHARMS RX SLR 050 02- APR- 96 FPL
CARDI ZEM SLR 051 02- APR- 96 FPL

DI LTI AZEM HYDROCHLORI DE

N018603+ GLAXO VEELLCOVE RX SLR 020 19- MAY- 99 FPL
ZOVI RAX
ACYCLOVI R SCDI UM

N018604+ GLAXO VEELLCOVE RX SLR 014  08-JAN-97
ZOVI RAX
ACYCLOVI R

N018608+ ABBOTT LABS RX SLR 034 18- OCT- 99 ADL
PLEG SOL
SODI UM CHLORI DE

N018609 BAXTER HLTHCARE RX SLR 031 17- SEP- 96
HEPARI N SODI UM 2, 000 UNI TS AND SODI UM CHLORI DE 0. 9%
HEPARI N SODI UM

N018612+ SM THKLI NE BEECHAM H  OTC SE6 022  09- FEB- 96 ADL
NI CORETTE (M NT)

NI COTI NE POLACRI LEX

N018613+ MEDI CI S RX SLR 010  30- APR- 99 ADL
ovI DE

MALATHI ON

N018621+

(+ - Represents a Referenced Drug )
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AVENTI S PHARMVS RX SL 021 29- SEP- 97
NI TRO-BI D

NI TROGLYCERI N

N018623+ NOVO NORDI SK PHARM orc SLR 027 16- APR- 97 ADL
NPH PURI FI ED PORK | SOPHANE | NSULI N
I NSULI N SUSP | SOPHANE PURI FI ED PORK

N018631+ AVENTI S PHARVS RX SLR 030 29- APR- 97 FPL
TRENTAL

PENTOXI FYLLI NE

N018634+ ALCON RX SLR 004 30-DEC-91 21- MAY-92

BETADI NE

POVI DONE- | CDI NE

N018644+ GLAXO VEELLCOVE RX SLR 010 27- NOV- 95 FPL
VELLBUTRI N SLR 012 27- NOV- 95 FPL

BUPROPI ON HYDROCHL ORI DE

N018647+ APCTHECON RX SLR 009 05- DEC- 90

CORZI DE

NADOLOL

N018649+ BAXTER HLTHCARE RX SLR 034  04- SEP-96 FPL

THEOPHYLLI NE AND DEXTROSE 5%
THEOPHYLLI NE

NO018651+ UNI MED RX SLR 011 05- AUG 99

MARI NOL

DRONABI NOL

N018654+ ROCHE RX SLR 024 19- FEB- 99 FPL
VERSED SLR 028 19- FEB- 99 FPL
M DAZOLAM HYDROCHLCORI DE SLR 036 19- FEB- 99 FPL
N018655+ SEARLE RX SLR 032 10- NOv- 98 FPL
NORPACE CR

DI SOPYRAM DE PHOSPHATE

PRECAUTI ONS/ Drug | nteractions, HOW SUPPLI ED, storage reconmendations

(+ - Represents a Referenced Drug )
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N018656+ ASTRAZENECA RX SL 010 11- OCT- 96
DOPAM NE HCL

DOPAM NE HYDROCHLORI DE

NO18657+ BAXTER HLTHCARE RX SLR 012 13- APR-89 09- SEP-92
FLAGYL |.V. RTU I N PLASTI C CONTAI NER
METRONI DAZCOLE

N018658+ MEDEVA PHARNMS arc SLR 010 26- OCT- 93
DELSYM
DEXTROMETHORPHAN PCLI STI REX

N018662+ HLR RX SLR 034 17- MAY- 95 FPL
ACCUTANE
| SOTRETI NO N

N018663+ KNOLL PHARM RX SLR 023 28- OCT- 93
CHYMODI ACTI N
CHYMOPAPAI N

N018668+ WYETH AYERST LABS RX SLR 026 29- NOV- 94 FPL
NORDETTE- 21
LEVONORGESTREL

N018671 SYNCOR PHARMS RX SLR 009 02-FEB-98 08- MAY-98
SODIUM I ODIDE | 123
SOOI UM | ODI DE, |-123

NEW COVPANY NAME, LOGO

N018672+ G POHL- BOSKMP RX SLR 003 23- APR- 86
NI TRO IV
NI TROGLYCERI N

N018674+ B BRAUN RX SL 010 22-JUN-90
METRO | . V.
METRONI DAZQOLE

N018675+ NOVARTI S PHARMS RX SLR 006 30- AUG 94 FPL
TAVI ST
CLEMASTI NE FUMARATE

(+ - Represents a Referenced Drug )
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N018676 B BRAUN RX SLR 004 11- APR- 88
HEPATAM NE 8%
AM NO ACI DS
N018680+ JOHNSON RW RX SLR 031 24-JUL-95 08-JAN-97 FPL
COPPER T MODEL TCU 380A
COPPER
N018684 BAXTER HLTHCARE RX SLR 008 11-DEG-92 13-JUL-95
BRANCHAM N 4%
AM NO ACI DS
N018685+ AVENTI S PHARMS arc SLR 005 25- JAN- 95 FPL
GAVI SCON
MAGNESI UM TRI SI LI CATE
N018686+ SCHERI NG RX SLR 021 25- NOV- 96 FPL
NORMODYNE
LABETALOL HYDROCHLORI DE
N018687+ SCHERI NG RX SLR 016 15- OCT-92
NORMODYNE
LABETALOL HYDROCHLORI DE
N018689+ CONNETI CS CORPORATION  RX SLR 015 22-DEC- 99
RI DAURA
AURANCFI N
N018692+ SANOFI  SYNTHELABO RX SLR 002 09- MAR- 99
MARCAI NE SLR 003 09- MAR- 99

BUPI VACAI NE HYDROCHLORI DE

N018700+ SANCOFI  SYNTHELABO RX SLR 019 28- JAN- 00 FPL
I NOCOR

AVRI NONE LACTATE

NO18701+ JOHNSON RW RX SLR 029 31- JAN- 97

HALDOL

HALOPERI DOL DECANCATE
N018702+

(+ - Represents a Referenced Drug )
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GLAXO VELLCOVE RX SLR 005 26- APR- 96 FPL
ACLOVATE
ALCLOVETASONE DI PROPI ONATE
N018703+ GLAXO VELLCOVE RX SLR 059 29- OCT-99 FPL
ZANTAC 300
RANI TI DI NE HYDROCHL ORI DE
N018704+ NOVARTI S PHARM RX SLR 004 14- JUN- 90
LOPRESSOR

METOPROLOL TARTRATE

N018705+ POHL BOSKAMP RX SLR 008 13- JAN-99 FPL
NI TROLI NGUAL PUMPSPRAY
NI TROGLYCERI N

REVI SED Pl - PRECAUTI ONS( CARCI NOGENI CI TY, MUTAGENI CI TY, | MPAI RVENT OF FERTI LI TY),
PRECAUTI ONS ( PEDI ATRI C USE). REVI SED CONTAI NER AND CARTON - ADDED "KEEP OUT OF
REACH OF CHI LDREN".

N018706+ NOVARTI S PHARMS RX SLR 019 12- NOv- 98 FPL
HYDERG NE LC
ERGOLO D MESYLATES

N018707+ GLAXO VELLCOVE RX SE5 007 26- APR- 96 FPL
ACLOVATE
ALCLOVETASONE DI PROPI ONATE

N018709+ BRI STOL MYERS SQUI BB RX SLR 030 03- JUN- 98 FPL
CAPCZI DE 50/ 15
HYDROCHLOROTHI AZI DE

N018713+ BAYER RX SE1 007 29- SEP- 92
MYCELEX
CLOTRI MAZOLE

N018714+ BAYER RX SLR 003 09- NOv-88 02- APR-90
Bl LTRI Cl DE
PRAZI QUANTEL

N018716 FARO PHARMS RX SLR 022 13- AUG 98 FPL

TRANDATE
LABETALOL HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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N018723+ ABBOTT LABS RX SE1 020 20-JUN-96 14-JAN-97 FPL
DEPAKOTE
DI VALPROEX SODI UM
NO18731+ BRI STOL MYERS SQUI BB RX SLR 033 20- MAY- 98 ADL
BUSPAR SLR 034 20- MAY- 98 ADL

BUSPI RONE  HYDROCHL ORI DE

REVI SED PI - ADVERSE REACTI ONS

N018733+ SANCOFI  SYNTHELABO RX SLR 007 12- JAN- 89
TALW N NX SLR 010 12- JAN- 89
PENTAZOCI NE HYDROCHLCORI DE

N018735+ BRACCO DXS RX SE2 033 04- MAR-96 19- MAR- 97
| SOVUE- 250
| OPAM DOL

NO018741+ SCHERI NG RX SLR 013 24- MAY- 89
DI PROLENE
BETAMETHASONE DI PROPI ONATE

N018746+ Cl BA VI SI ON CORP arc SLR 009  06- MAR-97 ADL
VASOCON- A
NAPHAZCOLI NE HYDROCHLORI DE

N018748+ AVENTI S PHARMS RX SLR 005 23- FEB- 95 ADL
LOPROX
Cl CLOPI ROX OLAM NE

N018749+ M SSI ON PHARVA RX SLR 006 03- AUG 88
LI THOSTAT
ACETOHYDROXAM C ACI D

NO18751+ JOHNSON AND JOHNSON RX SLR 011 24- FEB- 95 ADL
SPECTAZOLE
ECONAZOLE NI TRATE

N018754+
ORUDI S

(+ - Represents a Referenced Drug )
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WYETH AYERST LABS RX SLR 025 05- AUG- 97 ADL
KETOPROFEN

NO18757+ M SSI ON PHARM RX SLR 003 08-JUL- 88
CALCI BI ND
CELLULGCSE SODI UM PHOSPHATE

N018760+ ZENECA PHARMS RX SLR 023 21-JUL-99 FPL
TENCRETI C 50
CHLORTHALI DONE

NO18761+ BOEHRI NGER | NGELHEI M RX SLR 005 10- OCT- 86
ALUPENT
METAPROTERENCL SULFATE

N018762 NOVARTI S PHARMS RX SLR 008 17- MAR-95 05- MAY- 97 FPL
BRETHAI RE
TERBUTALI NE SULFATE

NO018766+ PHARVACI A AND UPJCHN RX SLR 001 05- MAY- 89
ANSAI D
FLURBI PROFEN

N018768+ BRI STOL MYERS SQUI BB RX SLR 041 02- APR- 99 FPL
VEPESI D
ETOPCSI DE

N018770+ SANCOFI  SYNTHELABO RX SLR 013 09-JUL-91
TORNALATE
Bl TOLTEROL MESYLATE

NO18771+ MERCK RX SLR 009 15- JUN- 97 ADL
LACRI SERT
HYDROXYPROPYL CELLULOSE

NO18776+ ORGANON RX SLR 016  03-JAN-92
NORCURON
VECURONI UM BROM DE

N018780+ LILLY arc SLR 055 16- APR- 97 FPL
HUMULI N R PEN
I NSULI N RECOVBI NANT HUVAN

N018781+
HUMULI N N

(+ - Represents a Referenced Drug )
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ELI LILLY arc SLR 047 16- APR- 97 FPL

I NSULI N SUSP | SOPHANE RECOVBI NANT HUVAN

N018782 WYETH AYERST LABS RX SLR 019 29- NOV- 94 FPL
NORDETTE- 28

LEVONORGESTREL

N018786+ ALPHA THERAPEUTI C RX SL 011 20- MAY- 88

SOYACAL 20% SL 014 20- MAY- 88

SOYBEAN O L

N018796+ ALCON RX SLR 005 31-DEC-91 30-JUL-96

PI LOPI NE HS

Pl LOCARPI NE HYDROCHLCORI DE

N018801 ABBOTT LABS RX SLR 013 13- VAY- 98 ADL
STERI LE WATER FOR | NJECTI ON
WATER FOR | NJECTI ON, STERILE

PEDI ATRI C RULE

N018802 ABBOTT LABS RX SLR 010 19- NOv- 97 ADL
BACTERI OSTATI C WATER FOR | NJECTI ON
WATER FOR | NJECTI ON, STERILE

REVI SED PI - PRECAUTI ONS

N018803 ABBOTT LABS RX SLR 007 10- FEB- 89
SODI UM CHLORI DE 0. 9% | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018807 B BRAUN RX SLR 007 12- APR- 88
DI ALYTE CONCENTRATE W DEXTROSE 50% I N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018809+ CENT PHARMS arc SLR 019 05- JUN-91
PHENYLPROPANOLAM NE HCL W CHLORPHENI RAM NE MALEATE
PHENYLPROPANCLAM NE HYDROCHLCORI DE

N018810 KENDALL LP RX SLR 008 10- MAY- 90
THERMAZENE
S| LVER SULFADI AZI NE

(+ - Represents a Referenced Drug )
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N018813+ SCHERI NG RX SE6 007 27- OCT- 89
LOTRIM N
CLOTRI MAZOLE
N018814 BAXTER HLTHCARE RX SLR 024  04-FEB-00

HEPARI N SODI UM 25, 000 UNI TS AND DEXTROSE 5%
HEPARI N SODI UM

N018817 SEARLE RX SLR 019 13- JAN- 98 FPL
CALAN
VERAPAM L HYDROCHLORI DE

PRECAUTI ONS/ Drug I nteractions - Al cohol

N018821+ ROBI NS AH RX SLR 018 09- MAR- 99 FPL
REGLAN
METOCLOPRAM DE HYDROCHLORI DE

N018826+ ABBOTIT LABS RX SLR 026 05- JUN- 99 FPL
DOPAM NE HCL | N DEXTROSE 5%
DOPAM NE HYDROCHLORI DE

REVI SED PI - PEDI ATRIC USE FI NAL RULE

N018828+ GLAXO VELLCOVE RX SLR 020 29- MAY- 97 FPL
ZOVI RAX
ACYCLOVI R

N018830+ 3M PHARMS RX SLR 018 20- SEP- 96
TAMBOCOR
FLECAI NI DE ACETATE

N018831+ ABBOTT LABS RX SE5 019 06- JUN- 94 ADL
TRACRI UM
ATRACURI UM BESYLATE

N018840 BAXTER HLTHCARE RX SLR 004 17- APR- 85

DEXTROSE 5% AND ELECTROLYTE NO 75
SODI UM LACTATE

(+ - Represents a Referenced Drug )
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N018841+ SEARLE RX SLR 007 06- JAN- 98 ADL
DAYPRO SLR 009 06- JAN- 98 ADL
OXAPRQOZI N SLR 014  06-JAN-98 ADL
SLR 015 06- JAN- 98 ADL

PRECAUTI ONS/ Laboratory Test Interactions

N018849+ MEDI CI S RX SLR 010 14- VAR- 95 FPL
LI DEX
FLUOCI NONI DE

N018859+ I CN PHARMS RX SLR 024 26- SEP- 94 FPL
VI RAZOLE
RI BAVI RI N

N018861+ FOUGERA RX SL 008 12- DEC- 96
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE

N018865+ FOUGERA RX SL 011 12- DEC- 96
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE

N018866+ FOUGERA RX SL 010 12- DEC- 96
BETAMETHASONE VALERATE
BETAMETHASONE VALERATE

N018869+ BAYER RX SLR 009 15- DEC- 99
NI MOTOP
NI MODI PI' NE

N018873+ BOEHRI NGER | NGELHEI M RX SLR 015 10- MVAY- 96 FPL
MEXI TI L
MEXI LETI NE HYDROCHLOR!I DE

N018874+ ABBOTT LABS RX SLR 012 02- DEC- 99
CALCl JEX
CALCI TR QL

N018876 ABBOTT LABS RX SLR 020 20- AUG 97
POTASSI UM CHLORI DE 5MEQ | N DEXTROSE 5% AND SODI UM CHLORI DE 0. 3%
SODI UM CHLORI DE

(+ - Represents a Referenced Drug )
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N018878+ MERCK RX SLR 014 15- VAY- 98
INDOCIN | . V.

| NDOVETHACI N SODI UM

REVI SED PI TO COMPLY W TH PEDI ATRI C RULE

N018883 FRESENI US MEDCL RX SLR 019  07-JUL-93 25-AUG 94

DELFLEX W DEXTROSE 4. 25% LOW MAGNESI UM | N PLASTI C CONTAI NER
SODI UM LACTATE

N018887+ AVENTI S PHARM PRCD RX SLR 017 23-JUL-97 FPL
I NTAL

CROMOLYN SODI UM

N018888+ JOHNSON RW RX SLR 006 17- OCT- 88

MONI STAT 3

M CONAZOLE NI TRATE

N018889+ ABBOTT LABS RX SL 010 23-JUN-93
METRONI DAZQOLE
METRONI DAZQOLE

N018890+ ABBOTT LABS RX SLI 023 03- DEC- 93
METRONI DAZQOLE
METRONI DAZQOLE

N018891+ BOEHRI NGER | NGELHEI M RX SLR 015 06- SEP-96 14- MAR- 97
CATAPRES- TTS- 3 SLR 016 06- SEP-96 14- MAR- 97 ADL
CLONI DI NE

N018892 ABBOTT LABS RX SLR 016 19- NOv- 97 FPL

SODI UM PHOSPHATES | N PLASTI C CONTAI NER
SODI UM PHOSPHATE, MONOBASI C

REVI SED PI - PRECAUTI ONS

N018893+ ABBOTT LABS RX SLR 012 05- MAY- 98 ADL
SODI UM ACETATE | N PLASTI C CONTAI NER

SODI UM ACETATE, ANHYDROUS

(+ - Represents a Referenced Drug )
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REVI SED Pl - PRECAUTI ONS (Pediatric Use)

N018895 ABBOTT LABS RX SLR 009 09- FEB- 00
TPN ELECTROLYTES | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018896+ ABBOTT LABS RX SLR 008 11- FEB- 00
POTASSI UM ACETATE | N PLASTI C CONTAI NER
POTASSI UM ACETATE

N018897 ABBOTT LABS RX SLR 013 09- FEB- 00
SODI UM CHLORI DE | N PLASTI C CONTAI NER
SODI UM CHLORI DE

N018900+ B BRAUN RX SL 014 17- VAR- 93
METRO |. V. I N PLASTI C CONTAI NER
METRONI DAZQOLE

N018901 FRESENI US KABI RX SLR 010 25-JUL-94 26- JUN-95 ADL
AM NESS 5. 2% ESSENTI AL AM NO ACI DS W HI STADI NE

AM NO ACI DS

N018905+ MALLI NCKRODT MEDI CAL RX SLR 019 13-JAN-95 28- SEP- 95 ADL
HEXABRI X

| OXAGLATE SODI UM

N018907+ ELKI NS SI NN RX SL 004 20- DEC- 88
METRONI DAZQOLE
METRONI DAZQOLE

N018916 ABBOTIT LABS RX SLR 033 19- NOv- 99 FPL
HEPARI N SODI UM 2, 000 UNI'TS I N SODI UM CHLORI DE 0. 9%

HEPARI N SODI UM

N018917+ WYETH AYERST LABS RX SLR 020 22- AUG 99 FPL
SECTRAL

ACEBUTOLOL HYDROCHLORI DE

REVI SED PI - DESCRI PTI ON, PRECAUTI ONS, HOW SUPPLI ED

(+ - Represents a Referenced Drug )
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N018922+ WYETH AYERST LABS RX SE1 013 28- JUN- 96

LODI NE SLR 015 28- JUN- 96

ETODOLAC

N018927+ NOVARTI S PHARMS RX SLR 020 15-JUL-98 FPL

TEGRETCL SLR 021 15-JUL-98 FPL

CARBAMAZEPI NE SLR 023 15-JUL-98 FPL
SLR 025 15-JUL-98 FPL

N018932+ DUPONT MERCK RX SLR 013 05- MAR- 99 ADL

REVI A SLR 014  05- MAR-99 ADL

NALTREXONE HYDROCHLORI DE

N018936+ LILLY RES LABS RX SLR 052 07- CCT- 99 FPL
PROZAC

FLUOXETI NE HYDROCHLORI DE

N018938+ AVENTI S PHARM PRCD RX SLR 013 17- AUG 98 FPL
DDAVP

DESMOPRESSI N ACETATE

N018947 ABBOTT LABS RX SLR 011 23- FEB- 00
SODI UM LACTATE | N PLASTI C CONTAI NER
SODI UM LACTATE

REVI SED PI - PRECAUTI ONS

N018948+ S| GVA TAU RX SLR 021 15- DEC- 98 FPL
CARNI TOR

LEVOCARNI TI NE

N018956+ NYCOVED RX SLR 043 15- JUN- 95 ADL
OWNI PAQUE 70

I OHEXOL

N018963
CHOLETEC

(+ - Represents a Referenced Drug )
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BRACCO DXS RX SLR 002 24- MAR- 93 FPL

TECHNETI UM TC- 99M MEBROFENI N KI T

N018972+ WYETH AYERST LABS RX SLR 019 08- OCT- 99 FPL
CORDARONE SLR 020 08- CCT- 99 FPL
AM CDARONE HYDROCHLORI DE

N018976+ SCHWARZ PHARMA ((US) RX SLR 003 07- NOv- 90
LEVATOL
PENBUTOLOL SULFATE

N018977+ WATSON LABS RX SLR 027 24- JAN- 00
TRI - NORI NYL 28- DAY
NORETHI NDRONE

N018983 SPKU RX SLR 008 31- JAN- 89

COLYTE

SODI UM SULFATE, ANHYDROUS

N018985+ JOHNSON RW RX SLR 029 27- AUG 99 FPL
ORTHO NOVUM 7/ 7/ 7- 28 SLR 030 27- AUG 99 FPL
NORETHI NDRONE SLR 033 27- AUG 99 FPL
N018986+ MERI DI AN MEDCL TECHN RX SLR 010 21- APR- 98 FPL

PRALI DOXI ME CHLORI DE
PRALI DOXI ME CHLORI DE

N018988+ Cl BA VI SI ON CORP RX SLR 006 08- JUN- 95 ADL
VASCCI DI N
SULFACETAM DE SCODI UM

N018989 VWH TEHALL LABS orc SLR 036 11- VAR- 94
ADVI L SLR 037 11- VAR- 94
| BUPROFEN

NO018991+ ABBOTT LABS RX SLR 008 01- APR- 86
LI POSYN |1 20%
SOYBEAN O L

N018997+
LI POSYN Il 10%

(+ - Represents a Referenced Drug )
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ABBOTT LABS RX SLR 009 01- APR- 86
SOYBEAN O L
N018998+ MERCK RX SLR 057 17- FEB- 99 FPL
VASOTEC
ENALAPRI L MALEATE
N019002+ JOHNSON RW RX SLR 007 10- VAR- 98 FPL
VASCOR

BEPRI DI L HYDROCHLORI DE

N019004+ JOHNSON RW RX SLR 017 29-JUN-94 30- AUG 95 FPL
ORTHO- NOVUM 7/ 14- 28
NCORETHI NDRONE

N019008+ ABBOTT LABS RX SLR 019 16- APR- 99 FPL
BRETYLI UM TOSYLATE | N DEXTROSE 5%
BRETYLI UM TOSYLATE

NO019009+ 3M PHARMACEUTI CALS RX SLR 005 11- FEB- 98
MAXAI R
Pl RBUTEROL ACETATE

Class | abeling for beta-agonists

N019010+ TAP HOLDI NGS RX SLR 004 12- MVAR-87 07- MAR-91
LUPRON

LEUPROLI DE ACETATE

N019011 BRAI NTREE LABS RX SLR 007 24- MAR- 93 FPL
GOLYTELY SLR 008 24- MAR- 93 FPL

SODI UM SULFATE, ANHYDROUS

N019012+ MCNEI L CONS arc SE1 016 25- FEB- 00 ADL
NUPRI N
| BUPROFEN

N019018 B BRAUN RX SLR 006  07- SEP-88
TROPHAM NE 10%
AM NO ACI DS

N019022
SODI UM CHLORI DE 5% | N PLASTI C CONTAI NER

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

SODI UM CHLORI DE

N019025

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

| SOLYTE P W DEXTROSE 5% | N PLASTI C CONTAI NER

SODI UM ACETATE

N019028+
PERI DEX
CHLORHEXI DI NE GLUCONATE

N019030+
BRETYLI UM TOSYLATE
BRETYLI UM TOSYLATE

SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST
APPROVAL
DATE
BAXTER HLTHCARE RX SLR 004 26- JAN- 85
B BRAUN RX SLR 003 29- DEC- 87
ZI LA PHARVS RX SLR 007 08- JAN- 97
SLR 008 08- JAN- 97
SLR 009 08- JAN- 97
ABBOTIT LABS RX SLR 009 26- AUG 99
SLR 011 26- AUG 99

REVI SED PI - DESCRI PTI ON AND HOW SUPPLI ED SECTI ONS

N019032+
TENEX
GUANFACI NE HYDROCHLORI DE

N019033+
BRETYLI UM TOSYLATE
BRETYLI UM TOSYLATE

N019034+
DI LAUDI D- HP
HYDROVMORPHONE HYDROCHL ORI DE

N019044
I'NDI UM I N-111 OXYQUI NCOLI NE
I'NDI UM I N-111 OXYQUI NCOLI NE

N019047

PLASMA- LYTE 56 | N PLASTI C CONTAI NER

SODI UM CHLORI DE
N019048

DESOVEN

DESONI DE

N019049+

ROBI NS RX SE1 010
ABBOTT LABS RX SLR 006
KNOLL PHARM RX SLR 006
NYCOVED AMERSHAM RX SLR 015
BAXTER HLTHCARE RX SLR 002
GALDERNMA RX SLR 012

(+ - Represents a Referenced Drug )
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26- JAN- 85
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JOHNSON AND JOHNSON RX SLR 002 28- AUG 90
RETI N- A SLR 003 28- AUG 90
TRETINO N
N019050+ AKORN RX SLR 024 21- JUN- 96 FPL
SUFENTA
SUFENTANI L Cl TRATE
N019057+ ABBOTIT LABS RX SLR 011 18- SEP- 96 FPL
HYTRI N
TERAZGSI N HYDROCHLORI DE
N019058+ ZENECA PHARVS RX SLR 013 21-JUL-99 FPL
TENORM N
ATENCLCL
N019059+ WYETH AYERST LABS RX SLR 015 08- MAY- 98 FPL

| NDERI DE LA 160/ 50
PROPRANCLOL HYDROCHLCORI DE

REVI SED PI - WARNI NGS (Di abetes and Hypogl ycemi a), PRECAUTI ON

NO019069+ BAYER RX SLR 003  02-JUN-86
MYCELEX- G

CLOTRI MAZOLE

NO19071+ M SSI ON' PHARNVA RX SLR 003 30- OCT-92

POTASSI UM CI TRATE
POTASSI UM CI TRATE

NO19079+ ALCON RX SLR 009 26- SEP- 96
FLAREX
FLUOROMETHOLONE ACETATE

N019080+ ABBOTT LABS RX SLR 005 13- DEC- 93 FPL
PROSOM

ESTAZOLAM

N019081+ NOVARTI S PHARMS RX SLR 031 10- DEC- 97 FPL
ESTRADERM

ESTRADI OL

REVI SED PI - PRECAUTI ONS

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE

| NGREDI ENT DATE

N019084+ JANSSEN PHARM RX SLR 019 16- APR- 96 FPL
NI ZORAL
KETOCONAZOLE
N019085+ BOEHRI NGER | NGELHEI M RX SLR 014  03-DEC 96 FPL
ATROVENT
| PRATROPI UM BROM DE
NO019090+ GLAXO VEELLCOVE RX SLR 037 29- OCT- 99 FPL
ZANTAC SLR 043 29- OCT-99 FPL

RANI TI DI NE HYDROCHL ORI DE

N019091 ROBI NS AH RX SLR 007 16- JUN- 99 FPL
I SMO
| SOSORBI DE MONONI TRATE

NO019099+ B BRAUN RX SLR 006 11-JUN-97 21- AUG 97 FPL
DOPAM NE HCL AND DEXTROSE 5%
DOPAM NE HYDROCHLORI DE

NO019101+ ELKI NS SI NN RX SL 015 25- MAR- 94
FENTANYL Cl TRATE PRESERVATI VE FREE
FENTANYL Cl TRATE

N019107+ GENENTECH | NC RX SLR 043 21-AUG 95 30-DEC- 96 FPL
PROTROPI N

SOVATREM

NO19111+ MEDEVA PHARMS RX SLR 002 26- NOV- 93 FPL
TUSSI ONEX SLR 003 26- NOV- 93 FPL

HYDROCODONE POLI STI REX

N019112 GLAXO VELLCOVE RX SLR 014 18- SEP- 98
VENTQOLI N
ALBUTERCOL SULFATE

Revised Pl for all beta-agonists as requested by the Agency

N019121+

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
B BRAUN RX SLR 003 06- CCT- 93 FPL

BRETYLI UM TOSYLATE | N DEXTROSE 5%
BRETYLI UM TOSYLATE

N019123 UPSHER SM TH RX SE4 008 26- JUN-92
KLOR- CON
POTASSI UM CHLORI DE

N019125 XTTRI UM LABS arc SE1 004 27- DEC- 89
EXI DI NE
CHLORHEXI DI NE GLUCONATE

N019129+ MYLAN PHARMS RX SLR 028 10- JAN- 97 FPL
MAXZ| DE- 25
TRI AMTERENE

NO19151+ KNOLL PHARM RX SE1 002 23-DEC-97 07- APR-98 FPL
RYTHMOL
PROPAFENONE HYDROCHLORI DE

REVI SED PI

N019152+ KNOLL PHARM RX SLR 023 13- JAN- 98 FPL
I SOPTIN SR

VERAPAM L HYDROCHLORI DE

CLI Nl CAL PHARMACOLOGY/ Phar macoki netics adn Met abol i sm PRECAUTI ONS/ Dr ug
Interaction - Al cohol, ADVERSE REACTIONS - tinnitus, OVERDOSAGE.

NO19155+ VESTWOOD SQUI BB RX SLR 003 27- MAR- 86

LAC- HYDRI N

AMVONI UM LACTATE

NO019157+ MEDEVA PHARMS RX SE5 015 17- DEC- 98 ADL

PEDI APRED SLR 011 17- DEC- 98 ADL

PREDNI SOLONE SODI UM PHOSPHATE SLR 012 17- DEC- 98 ADL
SLR 013 17- DEC- 98 ADL

N019183+ AVENTI S PHARVS RX SLR 002 13-JUL-94 27- MAR-95 ADL

CARAFATE

SUCRALFATE

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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N019190 WYETH AYERST LABS RX SLR 034 02- FEB- 00
TRI PHASI L- 28
LEVONORGESTREL
N019192+ WYETH AYERST LABS RX SLR 033 02- FEB- 00
TRI PHASI L- 21
LEVONORGESTREL
N019193 METHAPHARM RX SLR 002 17- JUN- 88
PROVOCHCOLI NE
METHACHOLI NE CHLORI DE
N019194+ MERCK RX SLR 005 08- FEB- 00 FPL
SYPRI NE
TRI ENTI NE HYDROCHLORI DE
N019201+ NOVARTI S PHARMS RX SLR 022 20- APR- 98 FPL
VOLTAREN

DI CLOFENAC SODI UM

COMBI NED PI FOR VOLTAREN, CATAFLAM VOLTAREN- XR

N019204+ ABBOTT LABS RX SLR 001 20- SEP- 90
CARTROL
CARTEOLOL HYDROCHLORI DE

N019211+ ABBOTIT LABS RX SLR 025 05- FEB-96 16- MAY- 96 FPL
THEOPHYLLI NE | N DEXTROSE 5%
THEOPHYLLI NE

N019216 ALLERGAN PHARM RX SLR 007 21- MAY-92 10- MAY- 94
FM. FORTE
FLUOROVETHOLONE

N019219+ ALLERGAN PHARM RX SLR 011 03-FEB-92 28- SEP-93
BETAGAN
LEVOBUNOLOL HYDROCHLORI DE

N019221+ MERCK RX SLR 025 17- FEB- 99 FPL
VASERETI C
HYDROCHLOROTHI AZI DE

(+ - Represents a Referenced Drug )
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N019222 ABBOTT LABS RX SLR 005 22- AUG 97
DEXTROSE 5% I N PLASTI C CONTAI NER
DEXTROSE

N019243+ SCHERI NG RX SLR 014  06- NOv-98
PROVENTI L
ALBUTEROL SULFATE

N019257+ S| GVA TAU RX SLR 009 15- DEC- 98 FPL
CARNI TOR
LEVOCARNI TI NE

N019258 ECOLAB arc SLR 008  08-DEC-95 23- MAY-97
CHG SCRUB
CHLORHEXI DI NE GLUCONATE

N019259+ PHARVACI A AND UPJCHN RX SLR 002 14- OCT- 86
FLORONE E
DI FLORASONE DI ACETATE

N019260+ PHARVACI A AND UPJCHN RX SLR 002 14- OCT- 86
PSORCON
DI FLORASONE DI ACETATE

N019261+ AKORN RX SLR 005 25-JUN- 97 FPL
PAREMYD
TROPI CAM DE

N019264+ AM PHARM PARTNERS RX SLR 021 24- OCT- 97 FPL
PENTAM
PENTAM DI NE | SETHI ONATE

Revi sed Pl - OVERDOSAGE

N019268+ SEARLE RX SLR 023 13- AUG- 97 ADL
CYTOTEC

M SOPROSTOL

N019269+ GLAXO VELLCOVE RX SLR 016 18- SEP- 98

VENTQOLI N

ALBUTERCL SULFATE

(+ - Represents a Referenced Drug )
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Revised PI for all beta agonists as requested by the Agency.

N019270+ ALCON RX SLR 011 28- OCT-91
BETOPTI C
BETAXOLOL HYDROCHLORI DE

N019279+ ROBI NS RX SLR 005 22- APR-96 13- NOV- 97
DI METANE- DX
PSEUDCEPHEDRI NE HYDROCHL ORI DE

N019281+ PHARVACI A AND UPJCHN RX SLR 009 09- SEP-99
CYKLOKAPRON
TRANEXAM C ACI D

N019284+ ABBOTIT LABS RX SLR 005 22- NOv- 88
oCL
SODI UM SULFATE

N019287+ PHARVACI A AND UPJOHN RX SLR 004 10- DEC-97 10- MAR-98 FPL
DI ZAC
DI AZEPAM

N019292+ MALLI NCKRODT MEDI CAL RX SLR 008 13- JAN- 95 ADL
MD- 76R
DI ATRI ZOATE SODI UM

N019297+ I MVUNEX RX SLR 021 04- FEB- 00 FPL
NOVANTRONE

M TOXANTRONE HYDROCHLORI DE

REVI SED FPL - WARNI NGS

N019309+ MERCK RX SLR 022 17- FEB- 99 FPL
VASOTEC

ENALAPRI LAT

Revi sed vial |abels and carton labeling from"1.25 ng per nL" to "2.5 ng per 2
m. (1.25 ng per ni)"

(+ - Represents a Referenced Drug )
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N019316+ AM PHARM PARTNERS RX SLR 008 28- OCT- 98 FPL

MAGNESI UM SULFATE
MAGNESI UM SULFATE

N019322+ GLAXO VEELLCOVE RX SLR 010 30- AUG 95
TEMOVATE

CLOBETASOL PROPI ONATE

N019323+ GLAXO VEELLCOVE RX SLR 011 30- AUG 95
TEMOVATE

CLOBETASOL PROPI ONATE

N019334+ SOVERSET PHARMS RX SLR 017 06- AUG- 97 FPL
SELEG LI NE HCL
SELEG LI NE HYDROCHLORI DE

N019339 ABBOTT LABS RX SLR 024 19- NOv- 99 FPL
HEPARI N SODI UM 25, 000 UNI TS | N DEXTROSE 5% I N PLASTI C CONTAI NER
HEPARI N SODI UM

REVI SED PACKAGE | NSERT - DESCRI PTI ON AND HOW SUPPLI ED SECTI ONS

N019353+ AKORN RX SLR 013 30- OCT- 95 FPL
ALFENTA
ALFENTANI L HYDROCHLCORI DE

N019357+ QUESTCOR PHARM RX SLR 008 29- JAN- 93
ETHAMOLI N
ETHANOLAM NE OLEATE

N019368 ETH TEK PHARM RX SLR 010 03-JUL-91
MOCTANI N
MONCCTANO N

N019374 ABBOTT LABS RX SLR 014  03- NOv-99
AM NOSYN- HBC 7%
AM NO ACI DS

N019377+ ELI LILLY orc SLR 015 22- FEB- 95 FPL
HUMULI N L
I NSULI N ZI NC SUSP RECOVBI NANT HUVAN

(+ - Represents a Referenced Drug )
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TRADE NAME
| NGREDI ENT

N019383
PROVENTI L
ALBUTEROL SULFATE

N019384+
NCROXI N
NORFLOXACI N

N019385+
PERVAX
PERGOLI DE MESYLATE

N019386+
BREVI BLOC
ESMOLOL HYDROCHLORI DE

N019387+
PROFENAL
SUPROFEN

N019389+
BECONASE AQ

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
SCHERI NG RX SLR
MERCK RX SLR
ELI LILLY RX SLR
SLR
SLR
SLR
SLR
SLR
SLR
BAXTER PHARM PRCD RX SLR
ALCON RX SLR
GLAXO VELLCOVE RX SLR

BECLOVETHASONE DI PROPI ONATE MONCHYDRATE

Revi sed Pl - PRECAUTI ONS (Pediatric Use), DOSAGE AND ADM NI STRATI ON. FPL
acknow deged and Retai ned on 10/ 27/97.

N019398
AM NOSYN- PF 7%
AM NO ACI DS

N019404+
OCUFEN
FLURBI PROFEN SODI UM

ABBOTT LABS RX

ALLERGAN PHARM RX

(+ - Represents a Referenced Drug )

SLR

SLR

SUP# LATEST
APPROVAL
DATE
010  06- NOv-98
026  09-FEB-98
004  06- CCT-99
008  06-OCT-99
016  06-OCT-99
017  06- CCT-99
019  06- CCT-99
020  06- CCT-99
026  06-OCT-99
016 19- JAN- 00
002 25- AUG 92
017 30- MAY- 97
006 17- AUG- 87
007 21- APR- 92

PAGE 119

ACKNOMLEDGE ADL / FPL
DATE

FPL

FPL

27- OCT- 97

11- JAN- 94
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TRADE NAME APPROVAL DATE
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N019407+ PFlI ZER LABS arc SLR 001 27- OCT- 89
VISINE L. R
OXYMETAZOLI NE HYDROCHLORI DE
N019408+ SCHERI NG RX SLR 004 24- MAY- 89
DI PROLENE
BETAMETHASONE DI PROPI ONATE
N019415+ SERONO LABS RX SLR 021 24- NOV- 99 FPL
FERTI NEX
URCFOLLI TROPI N
N019422+ XTTRI UM LABS arc SE1 001 27- DEC- 89
EXI DI NE
CHLORHEXI DI NE GLUCONATE
N019425+ FARO PHARMS RX SLR 019 13- AUG 98 FPL
TRANDATE

LABETALOL HYDROCHLORI DE

N019429+ NOVARTI S PHARMS RX SLR 001 29- APR- 91
FI ORI NAL W CODEI NE NO 3
CODElI NE PHOSPHATE

N019430+ MERI DI AN MEDCL TECHN RX SLR 001 02- MAR- 89

EPI E Z PEN JR

EPI NEPHRI NE

N019434+ SM THKLI NE BEECHAM RX SLR 027 22- FEB- 95 FPL

TAGAMET HCL I N SODI UM CHLORI DE 0. 9%
Cl METI DI NE HYDROCHLORI DE

N019436+ SANCOFI  SYNTHELABO RX SLR 012 06- JUL- 99 FPL
PRI MACOR
M LRI NONE LACTATE

N019437 ABBOTT LABS RX SLR 005 17- JUN- 88
AM NOSYN || 8.5% W ELECTROLYTES
SODI UM CHLORI DE

N019438
AM NOSYN Il 10%

(+ - Represents a Referenced Drug )
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ABBOTT LABS RX SLR 005 30- DEC- 88
AM NO ACI DS
N019439+ KEY PHARMS RX SLR 015 20- DEC- 90
K- DUR 10
POTASSI UM CHLORI DE
N019445 ABBOTT LABS RX SE1 006 23- NOV- 98 FPL
DEXTROSE 25% SE5 004 23- NOV- 98 FPL
DEXTROSE
N019450+ NOVO NORDI SK PHARM arc SLR 017 16- APR- 97 ADL

VELGSULI N BR HUMAN
I NSULI N SEM SYNTHETI C PURI FI ED HUVAN

N019452+ H LL DERM RX SE1 015 18- AUG- 99 ADL
DERVA- SMOOTHE/ FS
FLUOCI NOLONE ACETONI DE

N019453+ SCHERI NG PLOUGH arc SLR 006 26- NOV- 97
DRI XORAL PLUS
PSEUDOCEPHEDRI NE SULFATE

N019462+ MERCK RX SLR 027 18- MAR- 99 FPL
PEPCI D

FAMOTI DI NE

N019463+ MERCK RX SLR 020 02- MAR- 00

TI MOPTI C | N OCUDGSE
TI MOLOL MALEATE

REVI SED PI - PRECAUTI ONS AND ADVERSE REACTI ONS SECTI ONS

NO19471+ AVENTI S PHARMS RX SLR 024 28- MAY- 96 FPL
CARDI ZEM SR

DI LTI AZEM HYDROCHLORI DE

N019478 BAYER RX SLR 011 22- MAR- 96 FPL
ADALAT

NI FEDI Pl NE

N019487+
| MODI UM A-D

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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MCNEI L CONSUMER arc SLR 015 28- OCT- 96

LOPERAM DE HYDROCHLORI DE

N019488+ SYNTEX LABS RX SLR 008 20- SEP- 99 FPL
CARDENE
NI CARDI PI NE HYDROCHL ORI DE

N019489+ GLAXO VEELLCOVE RX SLR 018 30-JUL-98
VENTOLI N ROTACAPS
ALBUTEROL SULFATE

REvi sed Pl for all beta-agonists as requested by the Agency

N019492 ABBOTT LABS RX SLR 002 24- NOv- 87
AM NOSYN- PF 10%
AM NO ACI DS

N019500+ NOVARTI S PHARMS RX SLR 002 30- VAR- 89
LAMPRENE
CLOFAZI M NE

N019501+ PHARMACI A AND UPJCHN ~ OTC SE6 012 09-FEB-96 10-MAY-96  ADL
ROGAI NE ( FOR WOMEN)
M NOXI DI L

N019507+ LOREX RX SLR 004 01- JUN- 92
KERLONE
BETAXOLOL HYDROCHLORI DE

N019508+ ELI LILLY RX SLR 022 02- FEB- 95 FPL
AXI D
NI ZATI DI NE

N019510+ MERCK RX SLR 026 18- MAR- 99 FPL
PEPCI D PRESERVATI VE FREE
FAMOTI DI NE

N019513 ABBOTT LABS RX SLR 021 11- FEB- 00
| ONOSOL MB AND DEXTROSE 5%
SODI UM PHOSPHATE, MONOBASI C

N019514 ABBOTT LABS RX SLR 021 11- FEB- 00 ADL
| ONOSOL T AND DEXTROSE 5%
SODI UM PHOSPHATE, MONOBASI C

(+ - Represents a Referenced Drug )
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N019518+ CHESEBROUGH arc SLR 015 24- JAN- 89

EXTRA- STRENGTH Al M
SODI UM MONOFL UOROPHOSPHATE

N019520 BAXTER HLTHCARE RX SLR 016 18- NOv- 97 FPL
TRAVASOL 4. 25% | N DEXTROSE 25%

DEXTROSE

N019527+ MERCK RX SLR 020 18- MAR- 99 FPL
PEPCI D

FAMOTI DI NE

N019532+ MEDEVA PHARMS RX SLR 006 23- MAY- 95 FPL
MYKROX

METOLAZONE

NO019537+ BAYER RX SLR 030 17- SEP- 98 ADL
Cl PRO SLR 031 17- SEP- 98 ADL
Cl PROFLOXACI N HYDROCHLORI DE SLR 033 17- SEP- 98 ADL
N019543+ SCHERI NG RX SE5 003 03- CCT- 95 ADL
ELOCON

MOVETASONE FURQATE

N019545+ M3 RX SLR 005 22- SEP- 98 FPL
DI DRONEL

ETI DRONATE DI SODI UM

REVI SED PI - CLI Nl CAL PHARVACOLOGY, WARNI NGS, OVERDOSAGE, DOSAGE AND
ADM NI STRATI ONS

N019546+ NOVARTI S PHARMS RX SLR 013 04- MAY- 95 FPL
DYNACI RC

I SRADI PI NE

N019548 SANCOFI  SYNTHELABO RX SLR 001 02- FEB- 94 FPL
TORNALATE

Bl TOLTEROL MESYLATE

(+ - Represents a Referenced Drug )
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NO019555+ SCHERI NG RX SLR 005 24- MAY- 89
DI PROLENE AF
BETAMETHASONE DI PROPI ONATE
NO19557+ BRI STOL RX SLR 023 02- APR- 99 FPL
VEPESI D
ETOPCSI DE
N019558 MERCK RX SLR 036 17- FEB- 99 FPL
PRI NI VI L
LI SI NOPRI L
NO19571+ ELI LILLY arc SLR 014 22- FEB- 95 FPL
HUMULI N U
I NSULI N ZI NC SUSP EXTENDED RECOVBI NANT HUVAN
N019574+ MONARCH PHARMS RX SLR 004 08-APR-94 FPL
THALI TONE
CHLORTHALI DONE
NO19579+ JOHNSON RW RX SLR 010 28-JUL- 97 ADL
TERAZCOL 7
TERCONAZOLE
N019583+ SM THKLI NE BEECHAM RX SLR 004 23- NOV- 93
RELAFEN SLR 005 23- NOV- 93
NABUMETONE
N019589+ SCHERI NG RX SLR 001 15- DEC- 88

VANCENASE AQ
BECLOVETHASONE DI PROPI ONATE MONOHYDRATE

NO19591+ ROCHE RX SLR 010 02- AUG 99 FPL
LARI AM SLR 012 02- AUG 99 FPL
MEFLOQUI NE HYDROCHLORI DE

N019593+ GLAXO VEELLCOVE RX SLR 028 29- OCT- 99 FPL
ZANTAC SLR 031 29- OCT-99 ADL
RANI TI DI NE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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N019594+ NOVARTI S PHARMS RX SE1 016 29- MAR- 96 FPL
ACTI GALL
URSODI OL
NO019596+ BERLEX LABS RX SLR 018 10- MAR- 00
MAGNEVI ST
GADOPENTETATE DI MEGLUM NE
NO019599+ ALLERGAN HERBERT RX SE2 002 05-JUL-90
NAFTI N
NAFTI FI NE HYDROCHLORI DE
N019604+ MJURO PHARM RX SLR 007 20- NOv- 97
VOLMAX
ALBUTEROL SULFATE
NO019613+ NOVARTI S CONS arc SLR 002 11- FEB- 88
CONTAC
PHENYLPROPANCLAM NE HYDROCHLORI DE
N019614+ ELAN PHARM RX SLR 027 05- JUN- 99 ADL
VERELAN

VERAPAM L HYDROCHLORI DE

NO19615+ BAXTER HLTHCARE RX SLR 011 27- MAR- 98 FPL
DOPAM NE HCL | N DEXTROSE 5%
DOPAM NE HYDROCHLORI DE

REVI SED PRECAUTI ONS

N019616+ AVENTI S PHARM PRCD RX SLR 002 24- APR- 97
PENETREX
ENOXACI N

NO19617+ PHARVACI A AND UPJCOHN RX SLR 002 13- AUG- 99 FPL
PREPI DI L
DI NOPROSTONE

N019618+ SOLVAY RX SLR 008 22- NOV- 93 FPL
ROWASA
MESALAM NE

(+ - Represents a Referenced Drug )
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N019625+ SCHERI NG RX SE5 003 03- OCT- 95 ADL
ELOCON
MOMVETASONE FURCATE
N019626 B BRAUN RX SLR 001 16- VAR- 88
DEXTROSE 10%
DEXTROSE
N019627+ ZENECA LTD RX SLR 031 29- APR- 99
Dl PRI VAN
PROPOFOL
N019630 B BRAUN RX SLR 009 07- MAY-92 18- NOV- 92

POTASSI UM CHLORI DE 0. 3% | N DEXTROSE 3. 3% AND SODI UM CHLORI DE 0. 3%
SODI UM CHLORI DE

N019631 B BRAUN RX SLR 009 19- JAN- 90
DEXTROSE 3. 3% AND SODI UM CHLORI DE 0. 3%
SODI UM CHLORI DE

N019634 B BRAUN RX SLR 001 25- MAR- 88
DEXTROSE 5% I N LACTATED RI NGER S
SODI UM LACTATE

N019638+ ORGANON RX SLR 001 24-DEC-91
ARDUAN
Pl PECURONI UM BROM DE

N019640+ ELI LILLY RX SLR 021 03-CCT-97 29-JAN-98 FPL
HUVATROPE
SOVATROPI N RECOVBI NANT

N019641+ JOHNSON RW RX SLR 009 28-JUL- 97 ADL
TERAZCL 3

TERCONAZOLE

N019643+ MERCK RX SE1 055 11- VAR- 99 ADL
MEVACOR

LOVASTATI N

REVI SED PI - WARNI NGS, PRECAUTI ONS

(+ - Represents a Referenced Drug )
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N019645+ SYNTEX LABS RX SLR 004 07-DEC94 ADL
TORADCL
KETOROLAC TROVETHAM NE
NO19651+ PROCTER GAMBLE PHARM RX SE1 005 19- AUG 97 FPL
ASACCL
MESALAM NE
NO019653+ JOHNSON RW RX SLR 022 22- NOV- 99 FPL
ORTHO CYCLEN- 28
NORGESTI MATE

REVI SED Pl - CLI NI CAL PHARVACOLOGY ( ACNE SUBSECTI ON), | NDI CATI ONS AND USAGE,
WARNI NGS, AND PPI .

NO019655+ GLAXO VEELLCOVE RX SLR 030 04- MAR- 98 FPL
RETROVI R
ZI DOVUDI NE

REVI SED, PI FOR UPDATE TO THE CARCI NOGENESI S, MJTAGENESI S, AND | MPAI RVENT OF
FERTI LI TY, AND PREGNANCY SUBSECTI ONS OF THE PRECAUTI ONS SECTI ON.

N019658+ SCHERI NG RX SLR 009 27- JAN- 98
CLARI TI N
LORATADI NE

N019660+ AVENTI S PHARM PRCD RX SLR 016 30- JAN- 98
TI LADE
NEDOCROM L SODI UM

NO19661+ SYNTEX USA RX SLR 022 14- NOv- 97 FPL
CYTOVENE |V
GANCI CLOVI R SOCDI UM

NO19667+ NOVARTI S PHARM RX SE1 017 03- MAY-94 22- JUN- 95 ADL
SANDOSTATI N
OCTREOTI DE ACETATE

N019668+
CARDURA

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PFI ZER LABS RX SLR 009 29-JUL- 97 FPL

DOXAZOSI N MESYLATE

N019669 BRI STOL MYERS RX SLR 022 22- AUG 97
QUESTRAN LI GHT
CHOLESTYRAM NE

NO019670+ SCHERI NG RX SLR 010 29- APR- 98 ADL
CLARI TIN-D

PSEUDCEPHEDRI NE SULFATE

NO19675+ GLAXO VEELLCOVE RX SLR 020 29- OCT- 99 FPL
ZANTAC SLR 023 29- OCT-99 FPL

RANI TI DI NE HYDROCHL ORI DE

N019680+ ABBOTT LABS RX SE1 008 20-JUN-96 14-JAN-97 FPL
DEPAKOTE
DI VALPROEX SODI UM

N019684+ PFlI ZER LABS RX SLR 014 12- AUG 97 FPL
PROCARDI A XL
NI FEDI PI NE

N019687+ FERRI NG PHARMS RX SLR 013 02- DEC-93
LUTREPULSE KI T
GONADORELI N ACETATE

NO19697+ JOHNSON RW RX SLR 018 22- NOV- 99 FPL
ORTHO TRI - CYCLEN
NORGESTI MATE

REVI SED Pl - CLI Nl CAL PHARMVACOLOGY ( ACNE SUBSECTI ON), | NDI CATI ONS AND USAGE,
WARNI NGS, AND PPI .

N019698+ SYNTEX LABS RX SE3 004  07-DEC 94 ADL
TORADCL SLR 011 07- DEC- 94 ADL
KETOROLAC TROVETHAM NE

NO019700+ ALLERGAN RX SE1 007 31- DEC- 96
ACULAR
KETOROLAC TROMVETHAM NE

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

N019710+
OPTI RAY 350
| OVERSOL

NO19715+
DI PENTUM
OLSALAZI NE SODI UM

NO019716+
DI PROLENE
BETAMETHASONE DI PROPI ONATE

NO19717+
HUMULI N 70/ 30 PEN
I NSULI N SUSP | SOPHANE RECOVBI NANT HUVAN

NO019721+
NORDI TROPI N
SOVATROPI N RECOVBI NANT

N019726+
ZOLADEX
GOSERELI N ACETATE

N019729+
CYCLOCORT
AMCI NONI DE

N019732+

LUPRON DEPOT
LEUPROLI DE ACETATE
ADVERSE REACTI ONS
N019735+

FLOXI N
OFLOXACI N

NO019737+

SPONSOR

MALLI NCKRODT MEDI CAL

PHARMACI A AND UPJCOHN

SCHERI NG

LILLY

NOVO NORDI SK PHARM

ZENECA PHARMS

FUJI SAWA HLTHCARE

TAP HOLDI NGS

JOHNSON RW

(+ - Represents a Referenced Drug )

RX

RXOTC CODE DOC TYPE

SE1

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR
SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

018

017

003

023

001

030

003

015

045

047
049

PAGE 129

APPROVAL DATE
DATE

21-JUN-95 22- APR- 96

30- JUN- 99

24- MAY- 89

18- APR- 97

20- MAY- 96

03- NOv- 99

02- FEB- 89

04- CCT- 99

08- DEC- 99

08- DEC- 99
08- DEC- 99

ACKNOMLEDGE ADL / FPL

ADL

FPL

FPL

ADL

ADL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
GALDERMA RX SLR 006 21- AUG 95 ADL
METROGEL
METRONI DAZQOLE
N019753+ ROBERTS LABS RX SLR 008 27- MAY- 97 FPL
ETHMOZI NE
MORI CI ZI NE HYDROCHL ORI DE
N019757+ MERCK RX SLR 009 08- CCT- 99 FPL
CHI BROXI N
NORFLOXACI N
N019758+ NOVARTI S PHARMS RX SLR 036 19- AUG- 98 FPL
CLOZARI L
CLOZAPI NE

NEW Pl REFLECTI NG 2 WEEK MONI TORI NG

N019762+ ALZA CORP RX SLR 002 28- MAY-96 21- NOV- 96 FPL
TESTCDERM
TESTOSTERONE

N019763+ BRI STOL MYERS SQUI BB RX SLR 007  09-AUG 95 03-NOv-95 FPL
I FEX/ MESNEX KI T
MESNA

N019764 SERONO LABS RX SLR 001 09-DEC-96 22- MAY-97 FPL
SAl ZEN
SOVATROPI N RECOVBI NANT

NO019766+ MERCK RX SE1 034 22- NOV- 99
ZOCOR SE1 036 22- NOV- 99
S| MVASTATI N

Revised Pl - CLI Nl CAL PHARVACOLOGY, | NDI CATI ONS AND USAGE.

NO19771+ VWH TEHALL LABS arc SLR 008 11- MVAR-94 31- MAR- 97
ADVI L COLD AND SI NUS

PSEUDCEPHEDRI NE HYDROCHL ORI DE

NO019773+ GLAXO VELLCOVE RX SLR 010 18- SEP- 98

VENTQOLI N

ALBUTERCL SULFATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

Revised Pl for all beta-agonists as requested by the Agency

NO19777+ ZENECA PHARMS RX SE1 037 07- FEB- 00 FPL
ZESTRI L
LI SI NOPRI L

NO019778+ MERCK RX SLR 029 17- FEB- 99 FPL
PRI NZI DE
LI SI NOPRI L

NO19779+ ALCON RX SLR 011 03-NOv-97 30- MAR-98 FPL
| OPI DI NE
APRACLONI DI NE HYDROCHLCRI DE

N019785 DUPONT PHARMS RX SLR 013 14- JAN- 00
M RALUVA
TECHNETI UM TC- 99M SESTAM Bl KI' T

N019787+ PFI ZER CENT RES RX SLR 023 14- VAR- 00
NORVASC
AMLODI PI NE BESYLATE

N019790 SPKU RX SLR 007 13- JAN-99 FPL
DI LATRATE- SR
| SOSORBI DE DI NI TRATE

N019797+ BRAI NTREE LABS RX SLR 006 10- DEC- 97 FPL
NULYTELY- FLAVORED SLR 007 10- DEG- 97 FPL
SODI UM CHLORI DE

N019798+ AVENTI S PHARM PROD RX SE1 006 20- MAY- 96 ADL
NASACORT
TRI AMCI NOLONE ACETONI DE

N019805 ABBOTT LABS RX SLR 012 27- MAY- 98
HEPARI N SODI UM 25, 000 UNI TS | N DEXTROSE 5%
HEPARI N SODI UM

N019806+
SEMPREX- D

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
MEDEVA AMERI CAS RX SLR 001 23- SEP- 94 FPL

PSEUDCEPHEDRI NE HYDROCHL ORI DE

N019810+ ASTRAZENECA RX SLR 062 23- FEB- 00 ADL
PRI LOSEC

OVEPRAZOLE

Revi sed Pl - CLI NI CAL PHARMACOLOGY (Enterochromaffin-like (ECL) Cell Effects

N019813+ ALZA CORP RX SLR 018 17-JUL-97
DURAGESI C SLR 019 17-JUL-97
FENTANYL SLR 020 17-JUL-97
SLR 021 17-JUL-97
N019814+ ALLERGAN PHARM RX SLR 003 03-FEB-92 28- SEP-93
BETAGAN
LEVOBUNOLOL HYDROCHLORI DE
N019816+ WYETH AYERST RES RX SLR 007 05- AUG 97 ADL
ORUVAI L
KETOPROFEN
N019817+ BOEHRI NGER PHARMS RX SLR 008 09- JUN- 95 FPL
'V PERSANTI NE
DI PYRI DAMOLE
N019818+ ENZON RX SLR 009 10- NOv- 92
ADAGEN
PEGADEVASE BOVI NE
N019821+ HLR RX SLR 001 05- JUN- 97
SORI ATANE
ACI TRETI N
N019822 KW GRI FFEN orc SLR 003 13- FEB- 96
Bl OSCRUB
CHLORHEXI DI NE GLUCONATE
N019824+ AVENTI S PHARMS RX SLR 003 23- FEB- 95 ADL
LOPROX

Cl CLOPI ROX OLAM NE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N019826+ B BRAUN RX SLR 007 24-JUL- 96 FPL

THEOPHYLLI NE 0. 32% AND DEXTROSE 5%
THEOPHYLLI NE

N019828+ GLAXO VEELLCOVE RX SE1 003 18- AUG 97 FPL
OXI STAT SE5 007 18- AUG- 97 FPL
OXI CONAZOLE NI TRATE

N019829 NYCOVED AMERSHAM RX SE1 005 07-APR-95 28-JUL-95 ADL
CERETEC
TECHNETI UM TC- 99M EXAMETAZI ME KI' T

N019830 B BRAUN RX SLR 002 31- MAR- 94
LI DOCAI NE HCL 0. 8% AND DEXTROSE 5%
LI DOCAI NE HYDROCHLORI DE

N019833 VWH TEHALL ROBI NS RX SLR 011 26- JAN- 98 ADL
CH LDREN S ADVI L
| BUPROFEN

DELETES OVERLAPPI NG | NDI CATI ONS BETVWEEN OTC AND RX PRODUCT

N019834+ ASTRAZENECA RX SLR 014 08- FEB- 00 FPL
PLENDI L
FELODI PI NE

CLI NI CAL PHARVACOLOGY/ Phar macoki netics and Met aboli sm DOSAGE AND ADM NI STRATI ON

N019835+ PFI ZER RX SLR 010 25- FEB- 00
ZYRTEC
CETI RI ZI NE HYDROCHLORI DE

N019839+ PFI ZER PHARMS RX SE1 026 07- DEC- 99 FPL
ZOLOFT
SERTRALI NE HYDROCHLORI DE

N019842+ MCNEI L CONS RX SE1 004 24- MAR- 95 ADL
MOTRI N
| BUPROFEN

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

N019845+ ALCON RX SLR 001 20- DEC- 90

BETOPTIC S

BETAXOLOL HYDROCHLORI DE

N019847+ BAYER RX SE1 016 24- SEP- 98 ADL

Cl PRO SE1 018 24- SEP- 98 ADL

Cl PROFLOXACI N SLR 017 24- SEP- 98 ADL
SLR 020 24- SEP- 98 ADL

N019849+ ANGELI NI PHARMS RX SLR 010 16- VAR- 98 FPL

REV- EYES

DAPI PRAZOLE HYDROCHLORI DE

N019851+ NOVARTI S PHARM RX SLR 016 29-JUL-98 FPL

LOTENSI N

BENAZEPRI L HYDROCHLORI DE

N019853+ MERCK RX SLR 004  09-JAN-89

CUPRI M NE

PENI Cl LLAM NE

N019854+ WALLACE LABS RX SLR 003 22- DEC- 88

DEPEN

PENI Cl LLAM NE

N019855+ ALLERGAN RX SE2 001 05- MAY- 93

ELI M TE

PERVETHRI N

N019856+ DUPONT PHARMS RX SLR 001 10- MAY- 99 ADL

SI NEMET CR SLR 006 10- MAY- 99 ADL

LEVODOPA SLR 007 10- MAY- 99 ADL
SLR 009 10- MVAY- 99 ADL
SLR 012 10- MAY- 99 ADL

N019857+ BAYER RX SE1 019 24- SEP- 98

Cl PRO | N DEXTROSE 5% SE1 021 24- SEP- 98 ADL

Cl PROFLOXACI N SLR 020 24- SEP- 98

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
SLR 024 24- SEP- 98 ADL
N019860+ MCNEI L CONSUMER arc SLR 010 15- AUG- 94
| MODI UM A-D
LOPERAM DE HYDROCHLORI DE
N019863+ SERONO LABS RX SLR 005 27- MAR- 98 ADL
GEREF
SERMORELI N ACETATE
N019865+ BERLEX LABS RX SLR 008 23- AUG 99 FPL
BETAPACE
SOTALOL HYDROCHLORI DE
N019880+ BRI STOL MYERS SQUI BB RX SLR 013 03- DEC- 99 FPL
PARAPLATI N
CARBOPLATI N
N019882 MALLI NCKRODT MEDI CAL RX SLR 002 26- FEB- 93

TECHNESCAN MAG3
TECHNETI UM TC- 99M MERTI ATI DE KI T

N019884+ ASTA PHARMA AG RX SLR 005 25- SEP- 95 FPL
MESNEX
MESNA

N019885+ PARKE DAVI S RX SLR 015 25- FEB- 98 FPL
ACCUPRI L
QUI NAPRI L HYDROCHLORI DE

N019886+ SEARLE PHARMS RX SLR 012 07- DEC- 95 FPL
SYNAREL
NAFARELI N ACETATE

N019887+ AM PHARM PARTNERS RX SLR 007 19- JUN- 96 ADL
NEBUPENT
PENTAM DI NE | SETH ONATE

N019888 ZENECA PHARVS RX SLR 029 08- MAY- 98 FPL

ZESTORETI C
LI SI NOPRI L

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

REVI SED PI - DESCRI PTI ON, DOSAGE AND ADM NI STRATI ON, ADVERSE REACTI ONS

N019890+ BRI STOL MYERS SQUI BB RX SLR 014 16- APR- 99
STADOL
BUTORPHANCL TARTRATE

N019891+ KNOLL PHARM RX SLR 001 31- MAR- 95 ADL
DI LAUDI D
HYDROMORPHONE HYDROCHL ORI DE

N019892+ KNOLL PHARM RX SLR 001 31- MAR- 95 ADL
DI LAUDI D
HYDROVORPHONE HYDROCHL ORI DE

N019898+ BRI STOL MYERS SQUI BB RX SE1 032 10- FEB- 00 ADL
PRAVACHOL
PRAVASTATI N SODI UM

NEW | NDI CATI ON - USE | N PATI ENTS W TH PREVI OUS M AND NORVAL CHOLESTEROL LEVELS,
TO REDUCE RISK OF RECURRENT M, .. ..

N019901+ KI NG PHARMS RX SLR 025 16- DEC- 98 FPL
ALTACE

RAM PRI L

N019904+ BAXTER HLTHCARE RX SLR 008 01-JUN-94 26- JUN-95 ADL

POTASSI UM CHLORI DE 20MEQ
POTASSI UM CHLORI DE

N019906+ NOVARTI S PHARMS RX SLR 022 04- JAN- 99
ANAFRANI L
CLOM PRAM NE HYDROCHLORI DE

N019907+ BAUSCH AND LOMVB RX SLR 012 13- DEC- 99 ADL
OPTI PRANOLOL
METI PRANOLOL HYDROCHLORI DE

N019908+ LOREX RX SLR 009 01- DEC- 99
AMBI EN
ZOLPI DEM TARTRATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO019909+ GLAXO VEELLCOVE RX SLR 012 29- MAY- 97 FPL
ZOVI RAX
ACYCLOVI R
N019910 GLAXO VEELLCOVE RX SLR 019 04- MAR- 98 FPL
RETROVI R
ZI DOVUDI NE

REVI SED, PI FOR UPDATE TO THE CARCI NOGENESI S, MJUTAGENESI S, AND | MPAI RVENT OF
FERTI LI TY, AND PREGNANCY SUBSECTI ONS OF THE PRECAUTI ONS SECTI ON.

NO019915+ BRI STOL MYERS SQUI BB RX SLR 021 08- JAN- 97 FPL
MONOPRI L
FOSI NOPRI L SODI UM

N019918+ W PRODS DIV arc SE1 004  01- NOv-96 FPL
NI X
PERVETHRI N

N019919+ SOLVAY RX SLR 001 19- FEB- 92
ROWASA
MESALAM NE

N019921+ ALLERGAN RX SLR 008  09- NOv-99
OCUFLOX
OFLOXACI N

N019926+ US BI OSCI ENCE RX SLR 010 10- FEB- 93 FPL
HEXALEN
ALTRETAM NE

N019927+ JANSSEN RX SLR 014 10- OCT-97
NI ZORAL

KETOCONAZOLE

Provides for treatnent of tinea (pityriasis) versicolor caused by Pityosporum

orbicul are

N019937+

ADENOCARD

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

ADENGCSI NE

N019938
NOVOLI N R
I NSULI N RECOVBI NANT HUVAN

N019941+
EMLA
PRI LOCAI NE

N019946+
NUROVAX
DOXACURI UM CHLORI DE

N019949+
DI FLUCAN
FLUCONAZCOLE

NO019950+
DI FLUCAN | N DEXTROSE 5%
FLUCONAZOLE

NO19951+
RETROVI R
ZI DOVUDI NE

Revi sed Pl to insure consistency between oral

N019952

HEPARI N SODI UM 25, 000 UNI TS | N DEXTROSE 5%

HEPARI N SODI UM

N019953

HEPARI N SODI UM 1, 000 UNI TS I N SODI UM CHLORI DE

HEPARI N SODI UM

N019955+
DDAVP
DESMOPRESSI N ACETATE

NEW | NDI CATI ON - PRI MARY NOCTURNAL ENURESI S

SPONSOR

FUJI SAWA HLTHCARE

NOVO NORDI SK

ASTRAZENECA

ABBOTT LABS

PFlI ZER CENTRAL RES

PFI ZER

GLAXO VEELLCOVE

and |V | abeling.

B BRAUN

B BRAUN
0. 9%

AVENTI S PHARM PRCD

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

SLR

SLR

SE1

SE5

SLR

SLR

SLR

SLR

SLR

SE1

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
015 20- APR- 99
020 16- APR- 97
011 28- JAN- 00
002 08- DEC- 94
027 22- FEB- 99
028 22- FEB- 99
012 04- MAR- 98
002 22-DEC-92
003 22-DEC-92
001 25- MAR- 98

PAGE 138

ACKNOMLEDGE ADL / FPL

DATE

28- NOV- 95

FPL

ADL

ADL

FPL

FPL

FPL

ADL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO19957+ GLAXO VEELLCOVE RX SLR 001 17- AUG 95 ADL
CUTI VATE
FLUTI CASONE PROPI ONATE
N019958+ GLAXO VEELLCOVE RX SE5 008 17-JUN-99 ADL
CUTI VATE SLR 011 17-JUN-99 ADL

FLUTI CASONE PROPI ONATE

N019959 NOVO NORDI SK arc SLR 021 16- APR- 97 ADL
NOVOLI N N
I NSULI N SUSP | SOPHANE RECOVBI NANT HUVAN

N019962+ ASTRAZENECA RX SLR 009 25-JUN- 96 FPL
TOPRCL- XL
METOPROLOL SUCCI NATE

N019963+ JOHNSON AND JOHNSON RX SLR 003 20- FEB-98 04- AUG 98 FPL
RENOVA
TRETI NO N

N019964+ JOHNSON RW RX SLR 006 28-JUL- 97 ADL
TERAZCOL 3
TERCONAZOLE

N019965 NOVO NORDI SK arc SLR 017 16- APR- 97 ADL
NOVOLI N L
I NSULI N ZI NC SUSP RECOVBI NANT HUVAN

NO19967+ VESTWOOD SQUI BB RX SE2 001 31-DEC-91
ULTRAVATE
HALOBETASOL PROPI ONATE

N019968+ VESTWOOD SQUI BB RX SE2 001 31-DEC-91

ULTRAVATE

HALOBETASOL PROPI ONATE

NO019970+ BAXTER HLTHCARE RX SLR 010 21- APR- 99 FPL
NI TROGLYCERI N | N DEXTROSE 5%

NI TROGLYCERI N

NO019976+

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BRAI NTREE LABS RX SLR 002 27-JUL-92
PHOSLO

CALClI UM ACETATE

N019978 ABBOTT RX SLR 003 26- MAY- 94 ADL
BUPI VACAI NE HCL KI'T
BUPI VACAI NE HYDROCHL ORI DE

N019979+ SYNTEX USA RX SLR 017 28-JUL-99 FPL
TICLID
TI CLOPI DI NE HYDROCHLORI DE

N019981 MALLI NCKRODT MEDI CAL RX SLR 003 23- JAN- 98
ULTRATAG
TECHNETI UM TC-99M RED BLOOD CELL KI'T

PRECAUTI ONS

N019982+ LEDERLE LABS RX SLR 003 30- MAY- 95 FPL
ZEBETA
Bl SOPROLOL FUMARATE

N019983+ ELAN arc SE6 012  23-DEC- 98 ADL
PROSTEP
NI COTI NE

N019991 NOVO NORDI SK arc SLR 021 16- APR- 97 ADL
NOVOLI N 70/ 30
I NSULI N SUSP | SOPHANE RECOVBI NANT HUVAN

N019992+ ALCON RX SE5 004 27-0CT-94 07- NOV- 95 FPL
Cl LOXAN
Cl PROFLOXACI N HYDROCHLORI DE

N019998+ SANCOFI  SYNTHELABO RX SLR 011 05- CCT- 99 FPL
CHEMET
SUCCI MER

N020001+ H LL DERM RX SLR 005 16-FEB-95 18-AUG 95  ADL
FS SHAMPOO
FLUOCCI NOLONE ACETONI DE

N020005+
CARDENE SR

(+ - Represents a Referenced Drug )
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TRADE NAME
| NGREDI ENT

NI CARDI PI NE HYDROCHL ORI DE

N020007+
ZOFRAN PRESERVATI VE FREE
ONDANSETRON HYDROCHLORI DE

N020011+
LUPRON DEPOT
LEUPROLI DE ACETATE

REVI SED PI - CLINICAL STUDI ES,

NO20013+
MAXAQUI N
LOVEFLOXACI N HYDROCHLORI DE

N020014+
MAXAI R
Pl RBUTERCL ACETATE

Class | abeling for beta-agonists

N020021+
EFI DAC 24 PSEUDCEPHEDRI NE HCL
PSEUDCEPHEDRI NE HYDROCHL ORI DE

N020027+
CARDI ZEM
DI LTI AZEM HYDROCHLORI DE

N020031+
PAXI L
PAROXETI NE HYDROCHLORI DE

N020032+
SURVANTA
BERACTANT

N020033+

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 141
SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST
APPROVAL DATE
DATE
SYNTEX LABS RX SLR 005 29- SEP- 99
GLAXO VEELLCOVE RX SLR 027 10- MAR- 99
TAP HOLDI NGS RX SE1 014 09- APR- 98
PRECAUTI ONS, ADVERSE REACTI ONS
SEARLE RX SLR 011 06- MAY- 99
SLR 012 06- MAY- 99
SLR 013 06- MAY- 99
3M PHARMACEUTI CALS RX SLR 009 11- FEB- 98
ALZA arc SLR 003 09- MAY-95 24- APR-97
AVENTI S PHARMS RX SLR 009 02- APR- 96
SLR 011 02- APR- 96
SKB PHARMS RX SE1 023 11- MAY-99
ROSS LABS RX SLR 004 10- MAR-95 06- SEP- 95

ACKNOMLEDGE ADL / FPL

FPL

ADL

ADL

ADL

FPL
FPL

ADL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NOVARTI S PHARMS RX SLR 013 29-JUL-98 FPL
LOTENSI N HCT
HYDROCHLOROTHI AZI DE
N020035+ JANSSEN PHAR RX SLR 013 20- DEC- 99 FPL
ERGAM SOL
LEVAM SOLE HYDROCHLORI DE
N020036+ NOVARTI S PHARM RX SLR 015 22- SEP- 98
AREDI A SLR 016 22- SEP- 98

PAM DRONATE DI SODI UM

N020037+ Cl BA VI SI ON CORP RX SE1 008 25-FEB-98 05- AUG 98 FPL
VOLTAREN
DI CLOFENAC SODI UM

N020038+ BERLEX RX SLR 017 24- MAY- 99 FPL
FLUDARA
FLUDARABI NE PHOSPHATE

N020041 ABBOTT LABS RX SLR 001 17- AUG- 92 04- OCT-95
AM NOSYN || 15%
AM NO ACI DS

N020049+ ROBERTS LABS RX SLR 006 10- SEP- 99
PENTASA
MESALAM NE

N020051+ PHARVACI A AND UPJOHN RX SLR 009 28- CCT- 99
GLYNASE
GLYBURI DE

N020055 AVENTI S PHARVG RX SLR 002  01-FEB- 95 FPL
GLYBURI DE (M CRONI ZED)
GLYBURI DE

N020057+ GENZYME RX SLR 031 11-SEP-96 13-JAN-97 FPL
CEREDASE
ALGLUCERASE

N020058+ I MMUNEX CORPOR RX SLR 004 26- NOV- 97 FPL

THI OPLEX
THI OTEPA

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

N020059+ FUJI SAWA HLTHCARE RX SLR 004 10- DEC- 97 FPL
ADENCSCAN

ADENGCSI NE

N020062+ CARDERM RX SLR 019 02- APR- 96 FPL

CARDI ZEM CD SLR 021 02- APR- 96 FPL

DI LTI AZEM HYDROCHLORI DE

N020064+ PROCTER GAMBLE PHARM RX SLR 005 17-FEB-98 17-JUL-98 FPL
MACRCBI D SLR 009 17-FEB-98 17-JUL-98 FPL
NI TROFURANTO N, MACROCRYSTALLI NE

REVI SED PI PROVI DE FOR REVI SIONS TO WARNI NGS AND ADVERSE REACTI ONS SECTI ONS

N020065+ BAUSCH AND LOMB SC arc SLR 013 23-JUL-96 12-FEB-98 FPL
OPCON- A SLR 014 23-JUL-96 12-FEB-98 FPL
PHENI RAM NE MALEATE

NO20066+ SM THKLI NE BEECHAM H ~ OTC SE6 004  09- FEB- 96
NI CORETTE (M NT)
NI COTI NE POLACRI LEX

N020068+ ASTRAZENECA RX SLR 009 31-MAR-97 01- AUG 97 FPL
FOSCAVI R
FOSCARNET SODI UM

N020070+ PARKE DAVI S PHARMS RX SLR 009 02-JUL-98 FPL
COGNEX
TACRI NE HYDROCHLORI DE

N020071 ORGANON RX SLR 008  05- MAR-98 ADL
DESOGEN

ETH NYL ESTRADI QL

N020073+ ROCHE RX SLR 008 21- SEP- 98 ADL
ROVAZI CON

FLUVAZENI L

N020075+

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
MEDTRONI C RX SE1 004 14-JUN-96 09- OCT- 96 FPL
LI ORESAL
BACLOFEN
N020076+ NOVARTI S CONS orc SE6 011 12- NOv- 99
HABI TROL
NI COTI NE
N020080+ GLAXO VELLCOVE RX SE1 004 22- MAY-96 31- OCT- 96 FPL
I M TREX
SUMATRI PTAN SUCCI NATE
N020083+ JANSSEN RX SLR 018 06- AUG 97 FPL
SPORANOX SLR 019 06- AUG 97 FPL
| TRACONAZOLE
N020084 as RX SLR 001 02- NOV- 99

| OBENGUANE SULFATE | 131
| OBENGUANE SULFATE | 131

N020087+ JOHNSON RW RX SLR 021 08- DEC- 99 ADL
FLOXI N | N DEXTROSE 5% SLR 023 08- DEC- 99 ADL
OFLOXACI N SLR 024  08-DEC 99 ADL

N020088+ WYETH AYERST LABS RX SLR 012 21-JUN- 99 ADL
NORPLANT SYSTEM
LEVONORGESTREL

N020089+ GLAXO VEELLCOVE RX SLR 011 29- MAY- 97 FPL
ZOVI RAX
ACYCLOVI R

N020090+ PFI ZER RX SLR 011 22- FEB- 99 FPL
DI FLUCAN
FLUCONAZOLE

N020092+ WATSON LABS RX SLR 003 19- JUN- 97 FPL
DI LACOR XR
DI LTI AZEM HYDROCHLCORI DE

NO20095+
ZANTAC 300

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

RANI TI DI NE HYDROCHL ORI DE

N020098+

M VACRON | N DEXTROSE 5%
M VACURI UM CHLORI DE

N020100
HUMULI N 50/ 50

I NSULI N SUSP | SOPHANE RECOVBI NANT HUVAN

N020101+
PRQZAC

FLUOXETI NE HYDROCHLCORI DE

N020103+
ZOFRAN

ONDANSETRON HYDROCHLORI DE

N020114+
ASTELI N

AZELASTI NE HYDROCHLORI DE

N020118
SUPRANE
DESFLURANE

N020121+
FLONASE

FLUTI CASONE PROPI ONATE

SPONSOR

GLAXO VEELLCOVE

ABBOTT LABS

ELI LILLY

ELI LILLY

GLAXO VEELLCOVE

WALLACE LABS

OHVEDA PHARM

GLAXO VEELLCOVE

RXOTC CODE DOC TYPE

Revised Pl to provide for use in pediatric patients 4 to 11 years of age

N020122+
NI PENT
PENTOSTATI N

N020123+
OWNI SCAN
GADODI AM DE

N020130+
ESTROSTEP FE

SUPERGEN

NYCOVED

(+ - Represents a Referenced Drug )

RX

SLR
SLR

SLR

SLR

SLR

SE1

SLR

SLR

SE1

SLR

SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

007
011

010

003

024

015

002

002

009

002

015

PAGE 145

APPROVAL DATE
DATE

29- OCT- 99
29- CCT- 99

25-JUN-99

22- FEB- 95

07-OCT-99

27- AUG 99

16- FEB- 99

05-JUL-95

11- DEC- 98

19-JUL- 94

03- CCT- 97

ACKNOMLEDGE ADL / FPL

FPL
FPL

FPL

FPL

ADL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

NDA SPONSOR RXOTC CODE DOC TYPE

TRADE NAME
| NGREDI ENT

PARKE DAVI S RX
NORETHI NDRONE ACETATE

Format changes to the PPl and PI. No text changes.

N020131+ BRACCO DXS RX
PROHANCE

GADOTERI DOL

N020132+ GLAXO VEELLCOVE RX
I M TREX

SUMATRI PTAN SUCCI NATE
REVI SED RECOMVENDED USUAL ADULT DOSE BASED ON DI FFERENCES | N EFFI CACY BETWEEN
TABLET STRENGTHS.

N020135+ MCNEI L CONS RX
MOTRI N
| BUPROFEN

N020136+ ROCHE RX
DEMADEX

TORSEM DE

DOSAGE AND ADM NI STRATI ON - continuous infusion as an alternate of

adm ni stration for the injection

N020137+ ROCHE RX
DEMADEX

TORSEM DE

DOSAGE AND ADM NI STRATI ON

N020142+ NOVARTI S PHARMS RX
CATAFLAM

DI CLOFENAC POTASSI UM

COMVBI NED PI FOR VOLTAREN, CATAFLAM AND VOLTAREN- XR

N020144+

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SE1

SLR

SE2

SLR

SUP# LATEST

005

005

006

001

011

009

005

PAGE 146

APPROVAL DATE
DATE

25- OCT- 99

08- MAY- 95

24- FEB- 98

24- MAR- 95

13- FEB- 98

13- FEB- 98

20- APR- 98

ACKNOMLEDGE ADL / FPL

FPL

ADL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NOVARTI S PHARMS RX SLR 018 03- FEB- 99 FPL

TRANSDERM NI TRO
NI TROGLYCERI N

N020145+ KEY PHARMS RX SLR 011 17- FEB- 99 FPL
NI TRO- DUR
NI TROGLYCERI N

N020147 BAXTER HLTHCARE RX SLR 002 09- CCT- 97 FPL
TRAVASOL 4. 25% SULFI TE FREE W ELECTROLYTES | N DEXTROSE 25%
SODI UM CHLORI DE

N020151+ WYETH AYERST LABS RX SLR 014 03- MAR- 00
EFFEXOR
VENLAFAXI NE HYDROCHLORI DE

N020152+ BRI STOL MYERS SQUI BB RX SLR 020 09- SEP-99
SERZONE
NEFAZODONE HYDROCHLORI DE

N020154+ BRI STOL MYERS SQUI BB RX SE2 029 28- OCT- 99
VI DEX
DI DANCSI NE

N020155+ BRI STOL MYERS SQUI BB RX SE2 021 28- OCT- 99
VI DEX
DI DANCSI NE

N020156 BRI STOL MYERS SQUI BB RX SE2 022 28- OCT- 99
VI DEX
DI DANCSI NE

N020161+ ABBOTT RX SL 004 24- SEP- 99
POTASSI UM CHLORI DE 20MEQ
POTASSI UM CHLORI DE

N020164+ AVENTI S PHARM PROD RX SLR 031 05- OCT- 99 FPL
LOVENOX

ENOXAPARI N SODI UM

N020165+ AVENTI S PHARMS arc SLR 016 16- FEB- 00

NI CODERM CQ

NI COTI NE

N020168+

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
GENENTECH | NC RX SLR 010 21- AUG 95 ADL
NUTROPI N
SOVATROPI N RECOVBI NANT
N020180+ MERCK RX SLR 018 02- AUG 99 FPL
PROSCAR
FI NASTERI DE
N020182+ SI GVA TAU RX SE1 006 15- DEC- 99
CARNI TOR
LEVOCARNI TI NE
N020186+ LEDERLE LABS RX SLR 008 01- APR-98 FPL
ZI AC

HYDROCHLOROTHI AZI DE

REVI SED PI - DOSAGE AND ADM NI STRATI ON

N020189+ WALLACE LABS RX SLR 009 29- NOV- 94 FPL
FELBATOL
FELBAVATE

N020191+ ALCON RX SLR 001 13- MAR-95 27- APR-95 ADL
ALOM DE
LODOXAM DE TROMETHAM NE

N020192+ NOVARTI S PHARMS RX SE1 003 21- JAN- 97 FPL
LAM SI L
TERBI NAFI NE HYDROCHLORI DE

N020195+ ANESTA RX SE5 002 20- MAY- 96
FENTANYL
FENTANYL Cl TRATE

N020198+ BAYER RX SLR 003 07-JUL-94
ADALAT CC
NI FEDI PI NE

N020199+ ROCHE RX SLR 013 01- JUN- 99 FPL
H VI D
ZALCI TABI NE

N020201+
DOBUTAM NE HCL | N DEXTROSE 5%

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ABBOTT RX SLR 012 01- SEP-99 FPL

DOBUTAM NE HYDROCHLORI DE

N020207+ GLAXO VEELLCOVE RX SLR 001 05- JAN- 94 FPL
ALKERAN
MELPHALAN HYDROCHLORI DE

N020208+ 3M PHARMS RX SLR 007 28-JUL- 97
METROGEL- VAG NAL
METRONI DAZCOLE

N020209+ GLAXO VEELLCOVE RX SLR 001 21-OCT-93

OXI STAT

OXI CONAZOLE NI TRATE

N020210+ JANSSEN RX SLR 030 06- MAR- 00 FPL
PROPULSI D SLR 032 06- MAR- 00 FPL

Cl SAPRI DE. MONOHYDRATE

N020213+ Cl BA VI SI ON CORP RX SLR 002 18- AUG 95 17-APR-97 FPL
M OCHOL- E

ACETYLCHOLI NE CHLORI DE

N020214+ ORGANON RX SLR 003 07- DEC-94 FPL
ZEMURON

ROCURONI UM BROM DE

N020215+ SCHWARZ PHARNA RX SLR 011 19- JAN- 00

MONOKET

| SOSORBI DE MONONI TRATE

N020216+ AYERST LABS CA RX SLR 037 11-JUL-95 FPL
PREMARI N SLR 039 11-JUL-95 FPL

ESTROGENS, CONJUGATED

REVI SED | N ACCORDANCE W TH 1992 GUI DANCE

N020219+ Cl BA VI SI ON CORP RX SLR 004 14- AUG 96
LI VOSTI N

LEVOCABASTI NE HYDROCHLCORI DE

N020220+
ULTRAVI ST 150

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

| CPROM DE

N020221+
ETHYOL
AM FOSTI NE

N020222
COLESTI D
COLESTI POL HYDROCHLORI DE

N020225+
I MDUR
| SOSORBI DE MONONI TRATE

N020226+
NAPHCON- A
PHENI RAM NE MALEATE

N020227+
NORM FLO
ARDEPARI N SCDI UM

N020228+
ATROVENT
| PRATROPI UM BROM DE

N020232+
FI ORI CET W CODEI NE
CODElI NE PHOSPHATE

REVI SED PI - DESCRI PTI ON, OVERDOSAGE

N020233+
RHI NOCORT
BUDESONI DE

N020234+
TEGRETOL- XR
CARBAVAZEPI NE

SPONSOR RXOTC CODE DOC TYPE

BERLEX LABS

US BI OSCI ENCE

PHARVACI A AND UPJCHN

SCHERI NG

ALCON

WYETH AYERST LABS

BOEHRI NGER | NGELHEI M

NOVARTI S PHARMS

ASTRAZENECA

NOVARTI S PHARMS

(+ - Represents a Referenced Drug )

SE5

SE1

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR
SLR
SLR
SLR

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL DATE

002

012

001

007

007

002

001

008

006

002
005
006
008

DATE

23-JUL-97

24- JUN- 99

22- SEP- 95

17- FEB- 99

26- SEP- 96

30- JAN- 98

05- FEB- 96

20- MAY- 98

17- FEB- 99

15-JUL-98
15-JUL-98
15-JUL-98
15-JUL-98

PAGE 150

11- AUG 97

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL

FPL

FPL

FPL
FPL
FPL
FPL
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NDA
TRADE NAME
| NGREDI ENT

N020235+
NEURONTI N
GABAPENTI N

N020236+
SEREVENT
SALMETEROL Xl NAFOATE

N020237+
SALAGEN
Pl LOCARPI NE HYDROCHLORI DE

LATEST

APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

PARKE DAVI S PHARMS

GLAXO VEELLCOVE

M3  PHARVA

RXOTC CODE DOC TYPE

RX

TREATMENT OF SYMPTOMS OF DRY MOUTH I N PATI ENTS W TH SJOGREN S SYNDROME.

N020238+
TAGAMET HB
Cl METI DI NE

N020239+
KYTRI L
GRANI SETRON HYDROCHLORI DE

N020241+
LAM CTAL
LAMOTRI G NE

N020243+
LUVOX
FLUVOXAM NE MALEATE

N020246+
DEPO- PROVERA
MEDROXYPROGESTERONE ACETATE

N020249+
PEPCI D PRESERVATI VE FREE
FAMOTI DI NE

SKB CONS HLTHCARE

SKB PHARMS

GLAXO VELLCQOVE

SOLVAY

PHARVACI A AND UPJCOHN

MERCK

arc

SE2

SLR

SE1

SE2

SLR

SE1

SLR

SLR

SLR

SUP# LATEST

011

018

007

006

007

003

015

012

009

PAGE 151

APPROVAL DATE
DATE

29- SEP- 98

25- FEB- 00

11- FEB- 98

05- JUN- 98

20- MAR- 97

14- DEC- 98

08- DEC- 98

12- AUG 98

18- MAR- 99

ACKNOMLEDGE ADL / FPL

FPL

ADL

FPL

ADL

FPL

FPL



(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N020251+ GLAXO VEELLCOVE RX SLR 006 29- OCT- 99 FPL
ZANTAC 150 SLR 009 29- OCT- 99 FPL

RANI TI DI NE HYDROCHL ORI DE

N020255+ BAXTER HLTHCARE RX SLR 005 21- APR- 99 FPL
DOBUTAM NE HCL | N DEXTROSE 5%
DOBUTAM NE HYDROCHLORI DE

N020256 DUPONT PHARMS RX SLR 007 24- FEB- 00
NEURCLI TE
TECHNETI UM TC- 99M BI CI SATE KI' T

N020261+ NOVARTI S PHARM RX SE1 018 08- MAR- 99
LESCOL
FLUVASTATI N SODI UM

N020262+ BRI STOL MYERS SQUI BB RX SLR 032 10- DEC- 99 ADL
TAXCL
PACLI TAXEL

S-026 - REVISED PI - USE AS FI RST-LI NE THERAPY FOR TREATMENT OF ADVANCED
CARCI NOVA OF THE OVARY | N COVBI NATI ON W TH Cl SPLATI N. S-027 - ADVERSE REACTI ONS
S-028 - DESCRI PTI ON, DOSAGE AND ADM NI STRATI ON( STABI LI TY), HOW SUPPLI ED( STORAGE

N020263+ TAP HOLDI NGS RX SLR 009 10- JAN- 97 FPL
LUPRON DEPOT- PED
LEUPROLI DE ACETATE

N020264+ BRI STOL MYERS SQUI BB RX SLR 004  08- AUG 97 ADL
MEGACE
MEGESTROL ACETATE

N020269+ ABBOTT RX SLR 006 17- FEB- 99 ADL
DOBUTAM NE HCL | N DEXTROSE 5%
DOBUTAM NE HYDROCHLCORI DE

N020272+ JANSSEN RX SLR 009  02-JUL-99

RI SPERDAL
RI SPERI DONE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL

TRADE NAME APPROVAL DATE

| NGREDI ENT DATE

N020273+ VESTWOOD SQUI BB RX SE2 003 20- MAR- 97 ADL
DOVONEX
CALClI POTRI ENE
N020279+ AVENTI S PHARMS RX SE5 001 03- MAY- 96 ADL
DERVATOP

PREDNI CARBATE

N020280+ PHARVACI A AND UPJCHN RX SE1 008 31- OCT- 97 ADL
GENOTROPI N PRESERVATI VE FREE
SOVATROPI N RECOVBI NANT

Provised for use for long-termreplacenent therapy in adults with GH deficiency.

N020281+ JOHNSON RW RX SE2 016 23-DEC-99 ADL
ULTRAM
TRAMADOL HYDROCHLORI DE

N020286+ BRI STOL MYERS SQUI BB RX SLR 002 24-JUL- 96 FPL
MONOPRI L- HCT
HYDROCHLOROTHI AZI DE

N020287+ PHARVACI A AND UPJOHN RX SE1 010 25- MAY- 99 ADL
FRAGM N
DALTEPARI N SODI UM

N020297+ SKB PHARMS RX SLR 004  08-SEP-99 FPL
COREG
CARVEDI LOL

N020298+ CATALYTI CA PHARMS RX SLR 001 28-JAN- 00
ALOPRI M
ALLOPURI NOL SODI UM

N020301+ JOHNSON RW RX SLR 009 04- FEB- 97 FPL
ORTHO- CEPT
ETHI NYL ESTRADI OL

N020304+ BAYER RX SLR 008 21- SEP- 99 FPL
TRASYLCL
APROTI NI N BOVI NE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N020305+ SKB PHARMS RX SE1 004 27-JUL- 99
KYTRI L

GRANI SETRON HYDROCHLORI DE

N020306+ DOWNSTATE CLI NCL RX SLR 002  05- NOv-97
FLUDEOXYGLUCCSE F 18
FLUDEOXYGLUCCSE, F-18

Revi sed PI and i nmedi ate container |abels to reflect a new contract manufacturer

N020309+ ABBOTT LABS RX SLR 008 28- OCT- 98
MAGNESI UM SULFATE
MAGNESI UM SULFATE

N020312+ SPKU RX SLR 014  02-FEB-00 ADL
UNI VASC
MOEXI PRI L HYDROCHLCORI DE

N020313+ NOVARTI S PHARM RX SLR 010 12- JAN- 98 ADL
M ACALCI N
CALCI TONI N, SALMON

N020323+ NOVARTI S PHARMS RX SLR 014 29- MAY- 97 FPL
VI VELLE
ESTRADI OL

N020325+ MERCK orc SE2 007 09- NOv- 98 ADL
PEPCI D AC
FAMOTI DI NE

N020326+ US BI OSCI ENCE RX SLR 007 05- AUG- 97 ADL
NEUTREXI N SLR 009 05- AUG- 97 ADL
TRI METREXATE GLUCURONATE

N020328 ORGANON RX SLR 004  23- NOV-99 ADL
HUMEGON
MENOTROPI NS ( FSH; LH)

N020329+
GLUCOTROL XL

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PFI ZER RX SE1 001 04- FEB-98 08- MAY-98 FPL
GLI PI ZI DE

COMVBI NATI ON THERAPY W TH METFORM N WHEN SATI SFACTORY LOWERI NG OF BLOOD GLUCCOSE
I'S NOT ACHI EVED W TH GLUCOTRCOL XL ALONE

N020330+ MERCK RX SLR 011 18- VAR- 98 FPL
TI MOPTI C- XE
TI MOLOL MALEATE

REVI SED PI - PRECAUTI ONS AND ADVERSE REACTI ONS SECTI ONS

N020333+ ROBERTS LABS RX SE1 002 16- DEC- 98 ADL
AGRYLI N

ANAGRELI| DE HYDROCHLCORI DE

N020340+ GLAXO VELLCOVE RX SE2 001 03- MAY- 96 ADL
TEMOVATE E

CLOBETASOL PROPI ONATE

N020343+ SANCOFI  SYNTHELABO RX SLR 008 06- JUL- 99 FPL
PRI MACOR | N DEXTROSE 5%
M LRI NONE LACTATE

N020346+ PFI ZER RX SLR 006 25- FEB- 00
ZYRTEC
CETI Rl ZI NE HYDROCHLORI DE

N020347+ ABBOTT LABS RX SLR 002 18- SEP- 96 FPL
HYTRI N
TERAZCSI N HYDROCHLORI DE

NO20351+ NYCOMED RX SE1 003 10- OCT- 97
VI SI PAQUE 320 SLR 001 10- OCT- 97
| ODI XANOL

N020353+ ELAN RX SLR 001 28- MAR- 96
NAPRELAN
NAPROXEN SODI UM

N020355+
STI MATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
CENTEON RX SLR 002 29- MAR- 96

DESMOPRESSI N ACETATE

N020356+ ZENECA RX SLR 007 19- JAN- 00

SULAR SLR 008 19- JAN- 00

NI SOLDI PI NE

N020357+ BRI STOL MYERS SQUI BB RX SE1 010 22- CCT- 98 ADL
GLUCOPHAGE

METFORM N HYDROCHL ORI DE
CONTRAI NDI CATI ONS, PRECAUTI ONS, HOW SUPPLI ED
N020358+ GLAXO VEELLCOVE RX SLR 002 26- JAN- 99

VELLBUTRI N SR
BUPROPI ON HYDROCHL ORI DE

N020363+ SM THKLI NE BEECHAM RX SE1 014 12-JUN-98 10- AUG 98 FPL
FAWI R SLR 010 12- JUN- 98 ADL
FAMCI CLOVI R SLR 016 12- JUN- 98 ADL
N020364+ NOVARTI S PHARMS RX SLR 008 16- JUN- 99 FPL
LOTREL

BENAZEPRI L HYDROCHLORI DE

N020367+ GENZYME RX SLR 027 11- FEB- 99

CEREZYME

I M GLUCERASE

N020375+ BERLEX LABS RX SLR 013 20- MAY- 99

CLI MARA

ESTRADI OL

N020377+ WYETH AYERST LABS RX SLR 002 10- DEC- 97 FPL
CORDARONE

AM ODARONE HYDROCHLCORI DE

REVI SED Pl - DOSAGE AND ADM NI STRATI ON, PRECAUTI ONS/ DRUG | NTERACTI ONS, ADVERSE
REACTI ONS

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N020379+ PHARVACI A AND UPJCHN RX SLR 012 02-JUL-99 FPL
CAVERJECT
ALPROSTADI L

REVI SED PATI ENT | NSTRUCTI ONS

N020381+ KOS PHARMS RX SE1 006 28- OCT- 99
NI ASPAN Tl TRATI ON STARTER PACK
NI ACI N

N020386+ MERCK RX SLR 018 28- JAN- 00
COZAAR
LOSARTAN POTASSI UM

N020387+ MERCK RX SLR 014 28-JAN- 00
HYZAAR
LOSARTAN POTASSI UM

N020388+ GLAXO VELLCOVE RX SLR 007 16- OCT- 98 FPL
NAVELBI NE
VI NORELBI NE TARTRATE

N020392+ MYLAN RX SLR 002 16- AUG- 96 FPL
CYSTAGON
CYSTEAM NE Bl TARTRATE

N020393+ BOEHRI NGER | NGELHEI M RX SE1 001 01- APR-98
ATROVENT
| PRATROPI UM BROM DE

NEW | NDI CATI ON - SYMPTOVATI C RELI EF OF RHI NORRHEA ASSI OCl ATED W TH ALLERG C AND
NONALLERG C PERENNIAL RHINITIS I N CHI LDREN AGE 6 TO 11 YEARS.

N020394+ BOEHRI NGER | NGELHEI M RX SE1 001 09- NOv- 98

ATROVENT

| PRATROPI UM BROM DE

N020398+ JANSSEN RX SLR 020 06- MAR- 00 FPL
PROPULSI D SLR 022 06- MAR- 00 FPL

Cl SAPRI DE. MONOHYDRATE

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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N020401+ Bl OVAI L LABS RX SE1 007 30- JAN- 98 FPL
TI AZAC

DI LTI AZEM HYDROCHLORI DE

NEW | NDI CATI ON - TREATMENT OF CHRONI C STABLE ANG NA

N020402+ VWH TEHALL ROBI NS arc SLR 002 23- FEB- 98 ADL
ADVI L LI QU - GELS
| BUPROFEN POTASSI UM

N020403+ GLAXO VEELLCOVE RX SLR 007 10- MAR- 99
ZOFRAN
ONDANSETRON HYDROCHLORI DE

N020406+ TAP HOLDI NGS RX SE4 028 06- JUL-99
PREVACI D
LANSOPRAZCOLE

N020408+ MERCK RX SLR 019 15- FEB- 00 ADL
TRUSOPT
DORZOLAM DE HYDROCHLORI DE

N020411+ CONTRLLD THERAP ( UK) RX SLR 014 11- FEB- 00 ADL
CERVI DI L
DI NOPROSTONE

N020412+ BRI STOL MYERS SQUI BB RX SE1 010 01-JUL-99 ADL
ZERIT
STAVUDI NE

N020413+ BRI STOL MYERS SQUI BB RX SE1 003 01-JUL-99 ADL
ZERIT
STAVUDI NE

N020415+ ORGANON RX SLR 007 28- FEB- 00
REMERON
M RTAZAPI NE

N020416+ ADV MAGNETI CS RX SLR 001 11- OCT- 96
FERI DEX | . V.
FERUMOXI DES



(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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N020417+ PARKE DAVI S RX SLR 002 17-JUN- 98 ADL
FEMPATCH
ESTRADI OL

N020418 MCNEI L CONS RX SE1 001 24- MAR- 95 ADL
MOTRI N
| BUPROFEN

N020429+ VH TEHALL ROBI NS arc SLR 002 26- DEC- 95 ADL
ORUDI S KT
KETOPROFEN

N020430+ ORGANON RX SLR 002 30- JAN- 98 FPL
ORGARAN
DANAPAROI D SCDI UM

N020438+ ROCHE RX SLR 001 14- FEB- 00
VESANO D
TRETI NO N

N020439+ SANTEN OY RX SLR 005 05- APR- 99 ADL
BETI MOL
TI MOLCL

N020441+ ASTRAZENECA RX SE2 002 08- OCT- 98
PULM CORT
BUDESONI DE

N020444+ GLAXO VEELLCOVE RX SLR 004 02- NOv- 99 FPL
FLOLAN
EPOPROSTENCL SODI UM

N020449+ AVENTI S PHARM PROD RX SE1 011 23-DEC- 99
TAXOTERE
DOCETAXEL

N020450+ PARKE DAVI S RX SLR 001 26- DEC- 96
CEREBYX
FOSPHENYTO N SODI UM

N020451+
PHOTOFRI N

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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QT RX SE1 003 22-DEC- 98 FPL

PORFI MER SODI UM

REVI SED PI - WARNI NGS

N020460+ SYNTEX USA RX SE2 008  12- DEC 97 ADL
CYTOVENE

GANCI CLOVI R

N020468+ AVENTI S PHARM PROD RX SE1 002  26- SEP-97

NASACORT AQ

TRI AMCI NOLONE ACETONI DE

NO20469+ SCHERI NG RX SLR 002 13- FEB-97

VANCENASE AQ SLR 003 13- FEB-97

BECLOVETHASONE DI PROPI ONATE MONCHYDRATE

N020470+ SCHERI NG RX SLR 002 06- CCT-97 30- MAR-98
CLARI TIN-D 24 HOUR
PSEUDCEPHEDRI NE SULFATE

REVI SED PACKAGE | NSERT

N020471+ ABBOTT LABS RX SLR 007 04- SEP- 98
ZYFLO
ZI LEUTON

N020472+ PHARVACI A AND UPJCOHN RX SLR 003 05- JAN- 00
ESTRI NG
ESTRADI OL

N020474+ ALCON RX SLR 007 11- SEP-98 FPL
VEXCL
RI MEXOLONE

N020478+ ABBOTT RX SLR 003 06- AUG 98
ULTANE
SEVOFLURANE

NO20479+ MEDEVA PHARMS RX SLR 002  08-FEB-00 FPL
GASTROCROM
CROMOLYN SCODI UM

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE

| NGREDI ENT DATE

N020482+ BAYER RX SE1 007 29- SEP- 98 ADL
PRECOSE SE1 008 29- SEP- 98
ACARBCSE
N020485 AKORN orc SLR 003 19- NOv- 98 ADL
VI SI NE- A
PHENI RAM NE MALEATE
N020487+ GLAXO VELLCOVE RX SLR 004 13- JAN- 97 FPL
VALTREX

VALACYCLOVI R HYDROCHLORI DE

N020488+ ABBOTT LABS RX SLR 003 28- OCT- 98
MAGNESI UM SULFATE | N DEXTROSE 5%
MAGNESI UM SULFATE

N020489+ THERATECH RX SLR 004 18- VAR- 98 ADL
ANDRCDERM
TESTOSTERONE

N020491+ PHARVACI A AND UPJCHN RX SLR 002 03- APR- 98 FPL
CORVERT
| BUTI LI DE FUVARATE

N020496+ AVENTI S PHARMS RX SE1 002 24- FEB- 99
AVARYL
GLI MEPI RI DE

N020497+ ORI ON RX SLR 001 20-NOV-97 16- DEC- 97 FPL
FARESTON
TOREM FENE Cl TRATE

N020498+ ZENECA PHARVS RX SE1 004 12- DEGC- 97 ADL
CASODEX

Bl CALUTAM DE

N020499 BAYER CONS arc SLR 001 03- NOv- 95

ACTRON

KETOPROFEN

N020500+

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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GLAXO VELLCOVE RX SE1 005 05- JAN- 99 ADL
MEPRON
ATOVAQUONE
N020503+ 3M PHARMACEUTI CALS RX SE1 011 02- JUN- 99

PROVENTI L- HFA
ALBUTERCL SULFATE

N020505+ JOHNSON RW RX SE1 003 01- OCT-99
TOPAMAX
TOPI RAMATE

N020507+ AVENTI S PHARVS RX SLR 002 03- MAR- 00
TECZEM
ENALAPRI L MALEATE

N020509+ LILLY RX SE1 005 25- AUG 98
GEMZAR
GEMCI TABI NE HYDROCHLORI DE

N020516+ MCNEI L CONS PRODS arc SLR 004 13- SEP- 99
CHI LDREN S MOTRI N
| BUPROFEN

N020517+ TAP HOLDI NGS RX SE2 002 30- MAY- 97 FPL
LUPRON DEPOT- 4
LEUPRCLI DE ACETATE

N020518+ GLAXO VEELLCOVE RX SLR 002 04- MAR- 98 FPL
RETROVI R
ZI DOVUDI NE

REVI SED, PI FOR UPDATE TO THE CARCI NOGENESI S, MJTAGENESI S, AND | MPAI RVENT OF
FERTI LI TY, AND PREGNANCY SUBSECTI ONS OF THE PRECAUTI ONS SECTI ON.

N020520+ W PRODS DIV arc SE1 001 08- JUN- 98 ADL
ZANTAC 75

RANI TI DI NE HYDROCHL ORI DE

N020522+ GENENTECH | NC RX SLR 011 24- NOV- 99

NUTROPI N AQ

SOVATROPI N RECOVBI NANT
N020524+

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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BERTEK PHARMS RX SE2 001 25- NOV- 97 ADL
MENTAX

BUTENAFI NE HYDROCHLCORI DE

N020527+ WYETH AYERST LABS RX SLR 015 06- JAN- 00 FPL
PREMPRO 14/ 14
MEDROXYPROGESTERONE ACETATE

REVI SED PI - WARNI NGS, PRECAUTI ONS

N020528+ KNOLL PHARM RX SE1 001 02-JUL-97 FPL
MAVI K
TRANDCLAPRI L

N020536+ PHARVACI A AND UPJCHN arc SLR 002 11- AUG 97
NI COTROL
NI COTI NE

N020538 NOVARTI S PHARMS RX SLR 008 26- MAR- 99
VI VELLE- DOT
ESTRADI OL

N020541+ ZENECA PHARMVS RX SLR 002 06- FEB- 98
ARl M DEX
ANASTROZOLE

N020545+ KI NG PHARMS RX SLR 001 30- DEC- 96 FPL
PROCANBI D
PROCAI NAM DE HYDROCHLORI DE

N020547+ ZENECA RX SLR 011 07- FEB- 00
ACCOLATE
ZAFI RLUKAST

N020548+ GLAXO VEELLCOVE ((US) RX SLR 008 22-DEC- 98
FLOVENT
FLUTI CASONE PROPI ONATE

N020549+ GLAXO VEELLCOVE RX SLR 006 19-JUL-99 FPL
FLOVENT
FLUTI CASONE PROPI ONATE

N020551+
NI MBEX PRESERVATI VE FREE

(+ - Represents a Referenced Drug )
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TRADE NAME APPROVAL DATE
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ABBOTT LABS RX SLR 007 25- FEB- 00
SLR 008 25- FEB- 00

Cl SATRACURI UM BESYLATE

N020552 SEARLE RX SLR 001 13- JAN-98 ADL
COVERA- HS
VERAPAM L HYDROCHLORI DE

PRECAUTI ONS/ Drug I nteractions - Lithium PRECAUTI ONS/ Pediatric Use, ADVERSE
REACTI ONS - tinnitus, OVERDOSAGE.

N020553+ PURDUE PHARVA RX SLR 004 25-JUL-97

OXYCONTI N

OXYCODONE HYDROCHLORI DE

N020555+ VWH TEHALL ROBI NS arc SE1 003 01- APR-98 FPL
AXI D AR SE2 004 01- APR-98 FPL
NI ZATI DI NE

REVI SED DI RECTI ONS FROM " ONE- HALF HOUR TO ONE HOUR BEFORE EATI NG' TO'RI GHT
BEFORE EATI NG OR UP TO 60 MONUTES BEFORE CONSUM NG'

N020560+ MERCK RX SE1 012 16- JUN- 99
FOSAVAX
ALENDRONATE SCDI UM

N020563+ LILLY RX SLR 003 16-JUL- 97 FPL
HUVALOG PEN
I NSULI N LI SPRO

N020564+ GLAXO VEELLCOVE RX SLR 009 08- MAR- 99 FPL
EPI VIR SLR 010 08- MAR- 99 FPL
LAM VUDI NE

N020570+ CYTOGEN RX SLR 002  12- APR- 99 FPL
QUADRANET
SAMARI UM SM 153 LEXI DRONAM PENTASCDI UM

N020571+ PHARVACI A AND UPJCHN RX SLR 007 18- VAR- 98 FPL

CAMPTCSAR
I R NOTECAN HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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N020572+ MEDI CI S RX SLR 002 09- CCT- 98

BUPHENYL

SODI UM PHENYLBUTYRATE

N020573+ MEDI CI S RX SLR 002 09- OCT- 98

BUPHENYL

SODI UM PHENYLBUTYRATE

N020575+ NOVEN PHARMS RX SLR 005 11- VAR- 99

L1 DOCAI NE

L1 DOCAI NE

N020576+ ORPHAN MEDCL RX SLR 003 16- MAR- 99

CYSTADANE

BETAI NE, ANHYDRQOUS

REVI SED PI - DOSAGE AND ADM NI STRATI ON, PRECAUTI ONS

N020578+ ZENECA PHARVS RX SLR 009 03- NOv- 99
ZOLADEX
GOSERELI N ACETATE

N020579+ BOEHRI NGER PHARMS RX SLR 002 26- MAY- 98 FPL
FLOVAX
TAVSULCSI N HYDROCHLORI DE

N020584+ WYETH AYERST LABS RX SE2 003 27- MAY- 99 ADL
LODI NE XL
ETODOLAC

DESCRI PTI ON, HOW SUPPLI ED

N020586+ MERETEK RX SLR 002 13- VAR- 98 ADL
MERETEK UBT KIT (W PRANACTI N)

UREA, G 13

N020587+ BRYAN RX SLR 001 02- FEB- 00 FPL

SCLERGSOL
TALC

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 166

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
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N020588+ JANSSEN RX SLR 005 02-JUL-99
RI SPERDAL
RI SPERI DONE
N020592+ LILLY RX SLR 010 11-JAN-99 FPL
ZYPREXA
OLANZAPI NE
N020596+ GLAXO VEELLCOVE RX SLR 008 08- MAR- 99 FPL
EPI VIR SLR 009 08- MAR- 99 FPL
LAM VUDI NE
N020597+ PHARVACI A AND UPJCHN RX SLR 012 08- OCT- 99 ADL
XALATAN
LATANOPROST
N020601+ MCNEI L CONS PRODS arc SLR 005 29- DEC- 99
JUNI OR STRENGTH MOTRI N
| BUPROFEN
N020602+ MCNEI L CONS PRODS arc SLR 003 13- SEP- 99
JUNI OR STRENGTH MOTRI N
| BUPROFEN
N020603+ MCNEI L CONS PRODS arc SLR 002 13- SEP- 99
CH LDREN S MOTRI N
| BUPROFEN
N020604+ SERONO LABS RX SLR 001 16- JAN- 98 ADL
SERCSTI M

SOVATROPI N RECOVBI NANT

Pedi atric Use

NO20605+ GLAXO WELLCOVE RX SLR 001 15- APR- 97 FPL
ZOFRAN

ONDANSETRON HYDROCHLORI DE

N020607+
ARTHROTEC

(+ - Represents a Referenced Drug )
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SEARLE RX SLR 004  22- FEB- 99
M SCPROSTOL
N020608 NYCOMED RX SLR 001  10- MAR- 98
OWNI PAQUE 350
| CHEXOL
NO20611+ VEESTWOOD SQUI BB RX SLR 005  11-JAN-00
DOVONEX
CALCI POTRI ENE
NO20613+ ALLERGAN RX SLR 006 13- DEC- 99 ADL
ALPHAGAN SLR 008 13- DEC 99 ADL

BRI MONI DI NE TARTRATE

N020616+ FAULDI NG RX SLR 003 16-JUL-99
KADI AN
MORPHI NE SULFATE

N020623+ AVENTI S PHARMS RX SLR 002 25- JAN- 99 FPL
ANZEMET
DOLASETRON MESYLATE MONCHYDRATE

N020624+ AVENTI S PHARMS RX SLR 002 25-JAN- 99 FPL
ANZEMET
DOLASETRON MESYLATE MONCHYDRATE

N020625+ AVENTI S PHARMS RX SLR 007 22-DEC- 98
ALLEGRA
FEXOFENADI NE HYDROCHLORI DE

N020628+ HLR RX SLR 009 16-JAN-98 06- MVAR-98  ADL
I NVI RASE

SAQUI NAVI R MESYLATE

CLI Nl CAL PHARVACOLOGY, | NDI CATI ONS AND USAGE, PRECAUTI ONS, ADVERSE REACTI ONS,

HOW SUPPLI ED

N020630+ ABBOTT LABS RX SE5 001 15- OCT- 99
ULTI VA

REM FENTANI L HYDROCHLORI DE

N020632+

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

MERI DI A
S| BUTRAM NE HYDROCHLORI DE

N020634+
LEVAQUI N
LEVOFLOXACI N

N020635+
LEVAQUI N | N DEXTROSE 5%
LEVOFLOXACI N

N020636+
VI RAMUNE
NEVI RAPI NE

N020638+
VI STI DE
Cl DOFOVI R

N020640
TAVI ST-D
PHENYLPROPANCLAM NE HYDROCHLORI DE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

Revi sed | abeling to provide for use for treatnent of common cold synptons.

N020641+
CLARI TI N
LORATADI NE

REVI SED CLI Nl CAL PHARVACOLOGY - Al
N020646+

GABI TRI L

TI AGABI NE HYDROCHLORI DE

N020647+

ELDEPRYL

SELEG LI NE HYDROCHLORI DE

N020652+

SPONSOR RXOTC CODE DOC TYPE
KNOLL PHARM RX SLR 006
JOHNSON RW RX SE1 008
SLR 009
JOHNSON RW RX SE1 007
SLR 008
BOEHRI NGER PHARMS RX SLR 011
G LEAD RX SLR 002
NOVARTI S PHARMS arc SE1 002
SCHERI NG RX SLR 002
DDI TI ON OF CLI NI CAL TRI ALS
ABBOTT LABS RX SLR 005
SOVERSET PHARMS RX SLR 003

(+ - Represents a Referenced Drug )
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APPROVAL DATE

DATE

12- NOv- 99

02- FEB- 00
02- FEB- 00

02- FEB- 00
02- FEB- 00

25- OCT- 99

14- NOV- 96

17- OCT- 97

30- MAR- 98

16- APR- 99

06- AUG- 97

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL
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TRADE NAME APPROVAL DATE
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NYCOMED RX SLR 001 02- APR- 99
TESLASCAN
MANGAFODI PI R TRI SODI UM
N020655 WATSON LABS RX SLR 004  04-JUN-99
ALORA
ESTRADI OL
N020659+ ABBOTT LABS RX SLR 022 26- OCT- 99 FPL
NORVI R
RI TONAVI R

Revi sed Pl - CLI Nl CAL PHARVACOLOGY, | NDI CATI ONS AND USAGE, CONTRAI NDI CATI ONS,
WARNI NGS, PRECAUTI ONS, ADVERSE REACTI ONS, DOSAGE AND ADM NI STRATI ON.

N020665+ NOVARTI S PHARMS RX SLR 008 29- NOV- 99 FPL
DI OVAN
VALSARTAN

N020667+ PHARVACI A AND UPJCHN RX SLR 007 03- SEP-99
M RAPEX
PRAM PEXCLE DI HYDROCHLORI DE

N020668+ ASTRAZENECA RX SLR 004 22-JUL-98 FPL
LEXXEL
FELODI PI NE

N020671+ SM THKLI NE RX SE1 004  30-NOv-98
HYCAMTI N
TOPOTECAN HYDROCHLORI DE

N020677+ MYLAN PHARMS RX SLR 001 19- OCT- 99
ZAGAM SLR 002 19- OCT- 99
SPARFLOXACI N

N020680+ ABBOTT LABS RX SLR 012 29- APR- 99 FPL

NORVI R

RI TONAVI R

N020685+ MERCK RES RX SLR 023 04- JUN- 99 FPL

CRI XI VAN SLR 025 04- JUN- 99 FPL

I NDI NAVI R SULFATE SLR 026 04- JUN- 99 FPL
SLR 027 04- JUN- 99 FPL

(+ - Represents a Referenced Drug )
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SLR 028 04- JUN- 99 FPL
SLR 031 04- JUN- 99 FPL
SLR 032 04- JUN- 99 FPL
SLR 034  04-JUN-99 FPL
SLR 036 04- JUN- 99 FPL

N020688+ ALCON RX SLR 003 29- MAY- 98 FPL

PATANOL

OLOPATADI NE HYDROCHLORI DE

N020690+ El SAI (US) RX SLR 008 28- FEB- 00

ARI CEPT SLR 012 28- FEB- 00

DONEPEZI L HYDROCHLORI DE

N020692+ GLAXO VELLCOVE RX SE1 001 25- SEP- 98 FPL
SEREVENT SE5 002 25- SEP- 98
SALMETEROL Xl NAFOATE

N020695+ GLAXO VEELLCOVE RX SLR 005 15- SEP- 99 FPL
RAXAR
GREPAFLOXACI N HYDROCHLORI DE

N020697+ ROCHE RX SLR 002 16- NOv- 98
TASMAR
TOLCAPONE

N020699+ WYETH AYERST LABS RX SLR 008 03- MAR- 00
EFFEXOR XR
VENLAFAXI NE HYDROCHLORI DE

N020700+ VI VUS RX SLR 007 30- MAR- 98 ADL
MUSE

ALPROSTADI L

REVI SED PI TO REFLECT POST- MARKETI NG EXPERI ENCE

N020701+ COLUMBI A RES LABS RX SLR 005 11- VAY-98 ADL
CRI NONE

PROGESTERONE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N020702+
LI PITOR
ATORVASTATI N CALCI UM

N020705+
RESCRI PTOR
DELAVI RDI NE MESYLATE

N020708+
LUPRON DEPOT- 3
LEUPROLI DE ACETATE

REVI SED PI - CLINICAL STUDI ES,

N020711+
ZYBAN
BUPROPI ON' HYDROCHL ORI DE

N020713+
M RCETTE
ETHI NYL ESTRADI OL

N020714+
NI COTROL
NI COTI NE

N020718+
I NTECRI LI N
EPTI FI BATI DE

N020719
PRELAY
TROGLI TAZONE

N020720

REZULI N
TROGLI TAZONE

N020729+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST

WARNER LAMBERT EXPCR RX SE1 018
AGOURON RX SLR 004
TAP HOLDI NGS RX SLR 003

PRECAUTI ONS, ADVERSE REACTI ONS

GLAXO WELLCOMVE (US) RX SE2 003

SE4 001
ORGANON RX SLR 004
PHARMACI A AND UPJOHN  RX SLR 005
COR RX SLR 003
SANKYO RX SE1 012
PARKE DAVI S PHARMB RX SE1 012

SLR 014

(+ - Represents a Referenced Drug )

PAGE 171

APPROVAL DATE
DATE

02- DEC- 99

16- AUG- 99

09- APR- 98

10- SEP- 99

10- SEP- 99

15- FEB- 00

25- FEB- 99

21-JUL-99

01- OCT- 99

16- JUN- 99
16- JUN- 99

ACKNOMLEDGE ADL / FPL

ADL

FPL

ADL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

UNI RETI C
MOEXI PRI L HYDROCHLCORI DE

PRECAUTI ONS, ADVERSE REACTI ONS

N020738+
TEVETEN
EPROSARTAN MESYLATE

N020740+
BAYCOL
CERI VASTATI N SODI UM

N020741+
PRANDI N
REPAGLI NI DE

N020745+
ZANTAC 75
RANI TI DI NE HYDROCHL ORI DE

NO20747+
ACTI Q
FENTANYL Cl TRATE

N020752+
PEPCI D RPD
FAMOTI DI NE

N020756+
CRI NONE
PROGESTERONE

N020757+
AVAPRO
| RBESARTAN

N020758+
AVALI DE
| RBESARTAN

N020759+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

SCHWARZ PHARMA ( US)

UNI MED PHARMS

BAYER

NOVO NORDI SK PHARM

GLAXO VEELLCOVE

ANESTA

MERCK RES

COLUMBI A RES LABS

SANOFI  SYNTHELABO

SANCOFI  SYNTHELABO

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

SLR

SE2

SE2

SLR

SE1

SLR
SLR

SLR

SLR

SLR

SLR

SUP# LATEST

002

001

002

001

001

002
003

002

006

006

011

PAGE 172

APPROVAL DATE
DATE

21- JAN- 98

28- OCT- 98

24- MAY- 99

10- AUG- 99

08- MAR- 99

26- MAR- 99
26- MAR- 99

18- MAR- 99

11- MVAY-98

08- DEC- 98

20- APR- 99

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL

ADL

ADL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PFI ZER CENT RES RX SLR 001 23- SEP- 98 FPL
TROVAN

TROVAFLOXACI N MESYLATE

N020760+ PFI ZER RX SLR 001 23- SEP- 98
TROVAN PRESERVATI VE FREE
ALATROFLOXACI N MESYLATE

N020762+ SCHERI NG PLOUGH RX SE1 004  02-DEC 99
NASONEX
MOVETASONE FUROATE MONCHYDRATE

N020764+ GLAXO VEELLCOMVE RX SE1 001 14- DEC- 98
LAM CTAL CD
LAMOTRI G NE

N020766+ ROCHE RX SLR 001 31- AUG 99
XENI CAL
ORLI STAT

N020778+ AGOURON RX SE2 011 24- NOV- 99 FPL
VI RACEPT
NELFI NAVI R MESYLATE

N020779+ AGOURON RX SE2 022 24- NOV- 99 FPL
VI RACEPT
NELFI NAVI R MESYLATE

N020780+ BAYER RX SLR 005 05- MAR- 99
Cl PRO
Cl PROFLOXACI N

N020786+ AVENTI S PHARMS RX SLR 003 22-DEC- 98
ALLEGRA-D
PSEUDCEPHEDRI NE HYDROCHL ORI DE

N020802+ BRI STOL MYERS orc SE1 002  07-CCT-99 ADL
EXCEDRI N (M GRAI NE)

CAFFEI NE

N020805+ ALCON RX SLR 003  14- OCT- 99 FPL
Cl PRO HC

HYDROCORT| SONE

NO20807+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

REFLUDAN
LEPI RUDI N

N020808
VI SI PAQUE 320
| ODI XANCL

N020812+
PEDI ATRI C ADVI L
| BUPROFEN

N020815+
EVI STA
RALOXI FENE HYDROCHLORI DE

N020818+
DI OVAN HCT
VALSARTAN

N020828+
FORTOVASE
SAQUI NAVI R

N020829+
SI NGULAI R
MONTELUKAST SODI UM

N020830+
SI NGULAI R
MONTELUKAST SODI UM

N020839+
PLAVI X
CLOPI DOGREL Bl SULFATE

N020844+
TOPAMAX SPRI NKLE
TOPI RAMATE

N020846+
LAM SI L
TERBI NAFI NE

N020847

SPONSOR

AVENTI S PHARMVS

NYCOVED

VWH TEHALL ROBI NS

LILLY

NOVARTI S PHARMS

HLR

MERCK RES

MERCK RES

SANCOFI  SYNTHELABO

JOHNSON RW

NOVARTI S PHARMS

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

SLR

SLR

SE5

SE1

SLR

SLR

SLR

SE1

SLR

SE1

SE1

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

002

001

003

003

006

001

001

008

006

004

001

PAGE 174

APPROVAL DATE

DATE

04- MAR- 99

28- JAN-99

12- JAN- 00

30- SEP- 99

01- MAR- 00

05- AUG- 98

12- FEB- 99

03- MAR- 00

22- FEB- 00

01- CCT- 99

26-JUL- 99

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL

ADL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 175

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
WOMVEN FI RST HLTHCARE RX SLR 002 04- FEB- 00 ADL
ESCLI M
ESTRADI OL
N020857+ GLAXO VELLCOVE RX SLR 006 21-JAN-00
COMBI VI R
ZI DOVUDI NE
N020868+ SEARLE RX SLR 003 08- CCT- 98 FPL
FLAGYL ER
METRONI DAZQOLE
N020869+ MERCK RES RX SLR 003 23-JAN- 00 ADL
COsOPT
TI MOLOL MALEATE
N020895+ PFI ZER, | NC. RX SLR 005 21- JAN- 00 ADL
VI AGRA
S| LDENAFI L Cl TRATE
N020896+ HLR RX SLR 004  02-APR-99 ADL
XELCDA
CAPECI TABI NE
N020903+ SCHERI NG PLOUGH RES RX SE5 001 09- DEC- 98 ADL
REBETOL SLR 002 09- DEC- 98 ADL
RI BAVI RI N
N020905+ AVENTI S PHARVS RX SLR 003 23- FEB- 00 ADL
ARAVA SLR 004 23- FEB- 00 ADL
LEFLUNOM DE
N020907+ NOVO NORDI SK RX SLR 002 10- FEB- 00 ADL
ACTI VELLE
NORETHI NDRONE ACETATE
N020912+ MERCK RES RX SLR 004 11- JAN-00
AGCGRASTAT
TI ROFI BAN HYDROCHLORI DE
N020913+ MERCK RES RX SLR 004 11- JAN-00
AGGRASTAT

TI ROFI BAN HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N020928+ LILLY RX SLR 001 19-JUL-99
GLUCAGON
GLUCAGON RECOMVBI NANT
N020933+ BOEHRI NGER PHARMS RX SLR 001 25- OCT- 99 FPL
VI RAMUNE
NEVI RAPI NE
N020943+ ELAN PHARM RX SLR 002 04- JUN- 99 FPL
VERELAN PM
VERAPAM L HYDROCHLORI DE
N020945 ABBOTT LABS RX SLR 002 26- OCT- 99 FPL
NORVI R
RI TONAVI R
N020946+ GYNETI CS RX SLR 001 07- JUN- 99 FPL
PREVEN EMERGENCY CONTRACEPTI VE KI' T
LEVONORGESTREL
N020963 FALCON PHARMS RX SLR 004  09- MAR-00

TI MOLOL MALEATE
TI MOLOL MALEATE

N020997+ DARW N DI SCOVERY RX SLR 001 02- DEC- 99 ADL
CHI ROCAI NE
LEVOBUPI VACAI NE HYDROCHLORI DE

N021007+ GLAXO VEELLCOVE RX SLR 001 22- SEP- 99 FPL
AGENERASE
AMPRENAVI R

N021008+ NOVARTI S PHARMS RX SLR 001 17- MAY- 99
SANDOSTATI N LAR
OCTREOTI DE ACETATE

N021039+ GLAXO VEELLCOVE RX SLR 001 22- SEP- 99 FPL
AGENERASE
AVPRENAVI R

N021042+
VI OXX

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAVE APPROVAL DATE
I NGREDI ENT DATE
MERCK RES RX SLR 002 28- OCT- 99 ADL
RCFECOXI B
N021052+ MERCK RES RX SLR 001 28- OCT- 99 ADL
VI OXX
RCFECOXI B
N021066+ Cl BA VI SI ON RX SLR 001  08-MAR-00
ZADI TCR

KETOTI FEN FUVARATE

N040056+ BEDFORD LABS RX SL 003  03-AUG 98
LEUCOVORI N CALCI UM PRESERVATI VE FREE
LEUCOVORI N CALCI UM

N040084+ MALLI NCKRODT CHEM RX SL 015 13- MAR- 00
ANEXSI A 10/ 660
HYDROCODONE BI TARTRATE

N040091+ EON MANUFACTURE LABS RX SL 006 17-JUN- 98
SULFADI AZI NE

SULFADI AZI NE

N040100+ UCB PHARVA RX SL 003  03-JAN-97
LORTAB

HYDROCODONE BI TARTRATE

N040147+ ABBOTT LABS RX SL 004  05-CCT-98
LEUCOVORI N CALCI UM PRESERVATI VE FREE
LEUCOVORI N CALCI UM

N040330+ ENDO PHARMS RX SL 002  02- NOv-99
PERCOCET
OXYCODONE HYDROCHLORI DE

N040341+ ENDO PHARMS RX SL 004 11- JAN-00
PERCOCET
OXYCODONE HYDROCHLORI DE

NO50006+ PFlI ZER LABS RX SE1 073 15- DEG- 92
VI BRAMYCI N
DOXYCYCLI NE

NO50007+
VI BRAMYCI N

(+ - Represents a Referenced Drug )



16- Mar - 2000

10: 15 AM

NDA
TRADE NAME
| NGREDI ENT

DOXYCYCLI NE HYCLATE

NO50010+
| LOSONE
ERYTHROMYCI N ESTOLATE

NO50011
PATHOCI L
DI CLOXACI LLI N SODI UM

N050023+
MAXI TROL
POLYMYXI N B SULFATE

NO50039+
GARAMYCI N
GENTAM CI N SULFATE

NO50051+
GRI SACTI N
GRI SEOFULVI N, M CROCRYSTALLI NE

NO50065+
MAXI TROL
POLYMYXI N B SULFATE

NO50081+
POLY- PRED
PREDNI SOLONE ACETATE

NO50091+
CHLOROPTI C
CHLORAMPHENI COL

N050092
PATHOCI L
DI CLOXACI LLI N SODI UM

NO50095+
CAPASTAT SULFATE
CAPREOMYCI N SULFATE

N050108+
COLY- MYCIN M

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

PFI ZER LABS

LILLY RES LABS

WYETH AYERST LABS

FALCON PHARMS

SCHERI NG

WYETH AYERST LABS

FALCON PHARMS

ALLERGAN PHARM

ALLERGAN PHARM

WYETH AYERST LABS

ELI LILLY

(+ -

RXOTC CODE DOC TYPE

RX SE1
RX SLR
RX SE2
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR
RX SLR

Represents a Referenced Drug )

SUP# LATEST
APPROVAL
DATE
012 15- DEGC- 92
022 24- APR- 97
002 12- AUG 85
011 30- AUG 95
016 29-JUL- 97
041 16-JUN-72
029 30- AUG 95
003 15- VAY- 84
007  05- APR-89
004 10- APR-91
041  03-CCT-96

PAGE 178

ACKNOMLEDGE ADL / FPL

DATE

01- APR-91

10- MAR- 97

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
PARKEDALE RX SLR 021 26- NOV- 99 FPL

COLI STI METHATE SODI UM

NO50111+ WYETH AYERST LABS RX SLR 006 10- APR-91
UNI PEN
NAFCI LLI N SODI UM

N050138+ WYETH AYERST LABS RX SLR 217 22- SEP- 93 FPL
BI CILLIN C R 900/ 300
PENI Cl LLI N G PROCAI NE

N050141+ WYETH AYERST LABS RX SLR 213 22- SEP- 93 FPL
BI CILLIN L-A
PENI Cl LLI N G BENZATHI NE

N050143+ PARKEDALE RX SLR 016 14- AUG 96
CHLOROMYCETI N
CHLORAMPHENI COL

NO50155+ PARKEDALE RX SLR 037 14- DEC- 99 ADL
CHLOROMYCETI N
CHLORAMPHENI COL  SODI UM SUCCI NATE

NO50156+ PARKEDAL E RX SLR 038 03- FEB- 99 ADL
CHLOROMYCETI N
CHLORAMPHENI COL

N050162+ PHARVACI A AND UPJCHN RX SLR 080 12- DEGC- 97
CLECCI N HCL
CLI NDAMYClI N HYDROCHLORI DE

REVI SED PI - PRECAUTI ONS, OVERDOSAGE, AN MAL TOXI COLOGY

N050168+ MONARCH PHARMS RX SLR 073 19-JUL-99 FPL
CORTI SPORI N
POLYMYXI N B SULFATE

N050169+ MONARCH PHARMS RX SLR 009 10- VAY-94 17-JAN-95 FPL
CORTI SPORI N
POLYMYXI N B SULFATE

N050182+ ABBOTT LABS RX SLR 027 11- OCT- 96
ERYTHROCI N
ERYTHROMYCI N LACTCBI ONATE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N050202+ PARKEDALE RX SLR 001 08- NOv- 83

CHLOROMYCETI N HYDROCORTI SONE
HYDROCORTI SONE ACETATE

N050205+ PARKEDALE RX SLR 025 21- NOV- 96
CHLOROMYCETI N
CHLORAMPHENI COL

N050207+ ABBOTT LABS RX SLR 054  04-FEB-00
ERYPED SLR 055 04- FEB- 00
ERYTHROMYCI N ETHYLSUCCI NATE

N050218+ MONARCH PHARMS RX SLR 047 19-JUL-99 ADL
CORTI SPORI N
POLYMYXI N B SULFATE

N050237+ BAYER RX SLR 001 05-JUL- 83
NEO- CORT- DOMVE
NEOWYCI N SULFATE

N050238+ BAYER RX SLR 001 22- NOV- 82
NEO- CORT- DOME
NEOWMYCI N SULFATE

N050261+ LEDERLE LABS RX SLR 011 20- NOv- 91
DECLOWCI N

DEMECLOCYCLI NE HYDROCHLORI DE

N050262+ LEDERLE LABS RX SLR 006 20- NOV- 91
DECLOWCI N SLR 008 20- NOV- 91

DEMECLOCYCLI NE HYDROCHLORI DE

N050263+ LEDERLE LABS RX SLR 006 15- NOv-91
ACHROWCI N V SLR 007 15- NOv-91
TETRACYCLI NE HYDROCHLORI DE

N050273+ LEDERLE LABS RX SLR 009 20- NOv- 91
ACHROWYCI N
TETRACYCLI NE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N050278+ LEDERLE LABS RX SLR 012 15-NOv-91

ACHROWCI N V
TETRACYCLI NE HYDROCHLORI DE

N050285+ PHARMACI A AND UPJCOHN RX SLR 034 28- OCT- 94

MYCl FRADI N

NEOWYCI N SULFATE

N050294+ PARKE DAVI S RX SLR 010 06- NOV- 90

ELASE- CHLOROMYCETI N

FI BRI NOLYSI N

N050297+ ABBOTT LABS RX SLR 018 04- FEB- 00

ERYPED

ERYTHROMYCI N ETHYLSUCCI NATE

N050299+ LEDERLE LABS RX SLR 009 15- FEB- 74

NI LSTAT

NYSTATI N

N050314+ APOTHECON RX SLR 007 12-JAN-71

FUNG ZONE

AMPHOTERI CI N B

NO050316+ PHARVACI A AND UPJCHN RX SLR 006 28- OCT- 98 FPL

LI NCOCI N

LI NCOMYCl N HYDROCHL ORI DE

NO50317+ PHARVACI A AND UPJCHN RX SLR 012 28- OCT- 98 ADL

LI NCOCI N

LI NCOWYCl N HYDROCHL ORI DE

N050320+ WYETH AYERST LABS RX SLR 011 20-JUL- 88

UNI PEN

NAFCI LLI N SODI UM

N050322+ MERCK RX SLR 013 29- SEP-95 06- AUG 96 FPL

NEODECADRON SLR 014 29- SEP-95 06- AUG 96 FPL

NEOWCI N SULFATE SLR 015 29- SEP-95 06- AUG 96 FPL
SLR 016 29- SEP-95 06- AUG 96 FPL
SLR 017 29- SEP-95 06- AUG 96 FPL

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N050336+ PFlI ZER PHARNMS RX SLR 001 01- FEB- 83
TAO
TROLEANDOWYCI N
N050339+ PHARMACI A AND UPJCOHN RX SLR 036 24- JUN- 82
ALBAMYCI N
NOvOBI OCI N SODI UM
N050341+ BRI STOL MYERS SQUI BB RX SLR 003 07- MAR- 96 FPL
FUNG ZONE
AMPHOTERI CI N B
N050344+ ALCON RX SLR 016 09- SEP- 97 ADL
STATROL
POLYMYXI N B SULFATE
N050347+ PHARVACI A AND UPJCHN RX SLR 044 27- SEP- 95 FPL
TROBICI' N
SPECTI NOMYCl N HYDROCHLORI DE
NO50356+ PARKEDALE RX SLR 043 08- JAN- 97 FPL
COLY-MYCI N S
THONZONI UM BROM DE
N050368+ DI STA PRODS RX SLR 009 14-JUL-93 03- MAY-94 FPL
I LOTYCI N SLR 010 14-JUL-93 03- MAY-94 FPL
ERYTHROMYCI N
NO050370+ DI STA PRODS RX SLR 018 07- DEC- 93

I LOTYCI N GLUCEPTATE
ERYTHROMYCI N GLUCEPTATE

N050404+ STORZ OPHTHALM CS RX SLR 013 01- MAY- 63

AUREOWYCI N

CHLORTETRACYCLI NE HYDROCHLORI DE

N050405+ ELI LILLY RX SLR 090 15- MAY- 96 FPL
KEFLEX

CEPHALEXI N

N050406+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

KEFLEX
CEPHALEXI N

N050416+
CORTI SPORI N
POLYMYXI N B SULFATE

N050417+
NECSPORI N
POLYMYXI N B SULFATE

N050420+
RI FADI N
Rl FAMPI N

N050425+
GARAMYCI N
GENTAM CI N SULFATE

N050429
RI MACTANE
RI FAMPI N

N050440+
KEFLET
CEPHALEXI N

N050441+
CLECCI N PHOSPHATE
CLI NDAMYCI N PHOSPHATE

N050442+
VI BRAMYCI N
DOXYCYCLI NE HYCLATE

N050443+
BLENOXANE
BLEOWCI N SULFATE

N050444+
M NOCI N
M NOCYCLI NE HYDROCHLORI DE

N050445+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
ELI LILLY RX SLR
MONARCH PHARMS RX SLR
MONARCH PHARMS RX SLR
HOECHST MARI ON RSSL RX SLR
SCHERI NG RX SLR
GENEVA PHARMS RX SLR
ELI LILLY RX SLR

PHARVACI A AND UPJCHN RX

PFlI ZER LABS RX

BRI STOL MYERS SQUI BB RX

LEDERLE LABS RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SUP# LATEST
APPROVAL DATE

012

006

004

067

004

011

019

044

006

029

031

DATE

15- VAY- 96

10- MVAY- 94

10- VAY- 94

17- SEP- 96

29-JUL- 97

21-JUL- 89

30-JUL-91

12- DEGC- 97

11- MAY-92

20- OCT- 99

29- MAR- 96

PAGE 183

ACKNOW.EDGE

18- JAN- 95

18- JAN- 95

26- FEB- 97

08- JUN- 98

ADL / FPL

FPL

FPL

FPL

FPL

FPL

FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
LEDERLE LABS RX SLR 016 08- AUG 95 FPL
M NOCI N
M NOCYCLI NE HYDROCHLCORI DE
N050456+ ALCON RX SLR 020 09- SEP- 97 ADL
STATROL
POLYMYXI N B SULFATE
NO050461+ SM THKLI NE BEECHAM RX SLR 133 29-JUL-99 FPL
ANCEF
CEFAZQOLI N SODI UM
N050462+ WYETH AYERST LABS RX SLR 007 10- APR-91
UNI PEN

NAFCI LLI N SODI UM

NO50467+ PHARVACI A AND UPJCHN RX SLR 063 04- MAR- 99 FPL
ADRI AMYCI N RDF
DOXORUBI CI N HYDROCHL ORI DE

Updat ed | abeling - CLI NI CAL PHARVACOLGY (gender-rel ated pharnacokintic
di fferences) and PRECAUTI ONS/ Drug | nteractions

N050475 ALLERGAN HERBERT RX SLR 042 28- JUN- 82
&Rl S- PEG
GRI SEOFULVI N, ULTRAM CROCRYSTALLI NE

NO50477+ ELI LILLY RX SE5 021 01-CCT-97 12- MAY-98 FPL
NEBCI N
TOBRAMYCI N SULFATE

NO50479+ MONARCH PHARMS RX SLR 012 21- NOV- 96 FPL
CORTI SPORI N
POLYMYXI N B SULFATE

N050480+ PFI ZER LABS RX SE1 034 15- DEGC- 92
VI BRAMYCI N

DOXYCYCLI NE CALCI UM

N050482+ ELI LILLY RX SLR 027 19- JAN- 93
KEFLI N

CEPHALOTHI N SCDI UM

N050486+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

VI RA- A
VI DARABI NE

N050493+
TOPI CYCLI NE
TETRACYCLI NE HYDROCHLORI DE

N050497+
TI CAR
TI CARCI LLI'N DI SCDI UM

N050504+
MANDOL
CEFAMANDOLE NAFATE

NO50505+
GARAMYCI N
GENTAM CI N SULFATE

N050512+
DURI CEF
CEFADROXI L

N050514+
NATACYN
NATAMYCI N

NO50517+
MEFOXI N
CEFOXI TI N SODI UM

N050519+
NEBCI N
TOBRAMYCI N SULFATE

N050520+
SPECTROBI D
BACAMPI CI LLI N HYDROCHL ORI DE

NO50521+
CECLOR
CEFACLOR

LATEST APPROVED LABELI NG FOR

SPONSOR

PARKEDALE

ROBERTS LABS

SM THKLI NE BEECHAM

ELI LILLY

SCHERI NG

BRI STOL MYERS SQUI BB

ALCON

MERCK

ELI LILLY

PFI ZER LABS

ELI LILLY

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

SLR
SLR

SLR

SLR

SLR

SLR

SLR

SLR

SLR

SE5

SLR

SLR

CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
011 04- AUG 97
014  04- AUG 97
029 27- MAR- 86
049 09- NOV- 95
025 10- MAY- 95
004 17- OCT- 83
043 15- OCT- 96
004 30- JUN-92
038 14- FEB- 00
022 01- CCT- 97
003 02- FEB- 83
022 18- SEP- 98

PAGE 185

ACKNOMLEDGE ADL / FPL

DATE

ADL
16- DEC- 97 FPL

FPL

FPL

FPL

25- AUG 92

12- VAY- 98 FPL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO50522+
CECLOR
CEFACLOR

N050526+
STATICI' N
ERYTHROWMYCI N

N050527+
DURI CEF
CEFADROXI L

N050528+
DURI CEF
CEFADROXI L

N050529+
PEDI AZOLE
SULFI SOXAZOLE ACETYL

NO050533+
VI BRA- TABS
DOXYCYCLI NE HYCLATE

NO50536+
ERYC
ERYTHROWYCI N

NO50537+
CLECCI N
CLI NDAMYClI N PHOSPHATE

NO50541+
TOBREX
TOBRAMYCI N

N050542
AMOXI L
AMOXI CI LLI'N

SPONSOR

ELI LILLY

VESTWOOD SQUI BB

BRI STOL MYERS SQUI BB

BRI STOL MYERS SQUI BB

ROSS LABS

PFlI ZER LABS

FAULDI NG

PHARVACI A AND UPJCHN

FALCON PHARMS

SM THKLI NE BEECHAM

RXOTC CODE DOC TYPE

RX SLR
RX SLR
RX SLR
RX SLR
RX SE1

SLR
RX SE1
RX SLR
RX SLR
RX SLR
RX SE1

SLR

SLR

NEW | NDI CATI ON FOR USE | N COMVBI NATI ON W TH LANSPRAZOLE (W TH OR W THOUT
CLARI THOWCI N) I N PATI ENTS W TH DUODENAL ULCER TO ERADI CATE H. PYLORI AND REDUCE

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL
DATE
019 18- SEP- 98
009 13- MAR- 95
017 15- OCT- 96
017 15- OCT- 96
012 29- SEP- 92
021 29- SEP- 92
027 15- DEGC- 92
010 07- AUG 81
010 15- VAR- 89
002 13- JUN- 94
011 27- FEB- 98
005 27- FEB- 98
010 27- FEB- 98

PAGE 186

ACKNOW.EDGE
DATE

10- JUN- 93
10- JUN- 93

24- JUN- 98
24- JUN- 98
24- JUN- 98

ADL / FPL

FPL

ADL

FPL

FPL

FPL

FPL
FPL
FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

THE RI SK OF RECURRENCE.

N050544+ SCHERI NG RX SLR 010 15- VAY- 87
NETROMYCI N
NETI LM CI N SULFATE

N050545+ LEDERLE LABS RX SLR 027 13- VAY- 88
Pl PRACI L
Pl PERACI LLI N SODI UM

N050547+ AVENTI S PHARVS RX SLR 045 24- APR- 97
CLAFORAN
CEFOTAXI ME SODI UM

N050549+ BAYER RX SLR 022 10- NOv- 98 ADL
MEZLI N
MEZLOCI LLI N SODI UM MONCHYDRATE

NO50551+ PFlI ZER LABS RX SLR 040 28- OCT- 94 ADL
CEFOBI D
CEFOPERAZONE SODI UM

NO50555+ ALCON RX SLR 010 18- MAY- 94 FPL
TOBREX
TOBRAMYCI N

NO50557+ DERM K LABS RX SLR 018 05- MAR- 96 FPL
BENZAMYCI N
ERYTHROMYCI N

NO50558+ GLAXO VEELLCOVE RX SLR 044 23-DEC-96 24- APR- 97 FPL
ZI NACEF SLR 047 23-DEC-96 24- APR-97 FPL
CEFUROXI ME SODI UM

NO050560+ FUJI SAWA HLTHCARE RX SLR 050 13- FEB- 96 FPL
CEFI ZOX
CEFTI ZOXI ME SODI UM

NO050564+ SM THKLI NE BEECHAM RX SLR 032 11- FEB- 98

AUGMVENTI N ' 500
CLAVULANATE POTASSI UM

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO50567+
POLYTRI M
TRI METHOPRI M SULFATE

NO50573+
SANDI MMUNE
CYCLGSPORI NE

NO50574+
SANDI MMUNE
CYCLOSPORI NE

NO50575+
AUGMVENTI N ' 250°
CLAVULANATE POTASSI UM

NO50577+
ZANCSAR
STREPTQZOCI N

NO50578+
FORTAZ
CEFTAZI DI ME

PRECAUTI ONS
NO50579+

MONCCI D

CEFONI CI D SODI UM
NO50580+

AZACTAM
AZTREONAM

NO50581+

MEFOXI N I N DEXTROSE 5% I N PLASTI C CONTAI NER

CEFOXI TI N SODI UM

N050582+
DORYX

LATEST APPROVED LABELI NG FOR

SPONSOR RXOTC CODE DOC TYPE
ALLERGAN SLR
NOVARTI S PHARMS SLR
NOVARTI S PHARMS SLR
SM THKLI NE BEECHAM SLR
PHARVACI A AND UPJCHN SLR
GLAXO VEELLCOVE SLR
SKB SLR
BRI STOL MYERS SQUI BB SLR
SLR
MERCK SLR

(+ - Represents a Referenced Drug )

CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST
APPROVAL DATE

003

017

026

023

013

032

036

028
031

020

DATE

PAGE 188

08-DEC-92 03- MAY-94

21-DEC- 99

21-DEC- 99

11- FEB-98

05- MAY- 99

26- JAN- 98

12- APR- 93

16- FEB- 99
16- FEB- 99

27- FEB- 97

13- VAY- 98

ACKNOMLEDGE ADL / FPL

ADL

ADL

FPL

FPL

FPL

FPL
FPL

FPL
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
FAULDI NG RX SLR 002 17- SEP- 85

DOXYCYCLI NE HYCLATE

N050584+ HEALTHPO NT RX SLR 001 23- APR- 85
AKNE- MYCl N
ERYTHROMYCI N

NO050585+ HLR RX SE2 046 23-DEC-97 08-JUL-98 FPL
ROCEPHI N KI' T
L1 DOCAI NE

NO050586+ ALLERGAN PHARM RX SLR 013 30- DEC-91
PRED- G
PREDNI SOLONE ACETATE

NO50587+ MERCK RX SLR 050 04- FEB- 99 ADL
PRI MAXI N
I M PENEM

N050588+ ZENECA RX SLR 026 05- AUG- 99 FPL
CEFOTAN
CEFOTETAN DI SCDI UM

NO050589+ FUJI SAWA HLTHCARE RX SLR 011 24- MAY- 93
CEFI ZOX
CEFTI ZOXI ME SODI UM

NO50590+ SKB PHARMS RX SE5 030 11-DEG-97 23-JUL-98 FPL
TI MENTI N
TI CARCI LLI N DI SCDI UM

NO50591+ SM THKLI NE BEECHAM RX SLR 015 21- FEB- 96 FPL
BACTROBAN
MJUPI ROCI N

N050592+ ALCON RX SLR 017 28- APR- 99 FPL
TOBRADEX
TOBRAMYCI N

N050594+ J AND J CONS PRODS RX SLR 019 08- JUN- 95 ADL
ERYCETTE
ERYTHROWYCI N

N050596+
CLAFORAN | N DEXTROSE 5%

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 190

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
AVENTI S PHARMS RX SLR 022 24- APR- 97

CEFOTAXI ME SODI UM

NO50597+ SKB PHARMS RX SLR 028 11- FEB- 98 FPL
AUGMVENTI N * 250
CLAVULANATE POTASSI UM

NO50605+ GLAXO VEELLCOVE RX SLR 030 24-MAR-98 17- AUG 98 FPL
CEFTI N

CEFUROXI ME AXETI L

NO50606+ ELI LILLY RX SLR 012 12- VAY-97 09- FEB- 98 FPL
VANCCOCI N HCL

VANCOMYCI N HYDROCHLORI DE

PRECAUTI ONS/ Nur si ng Mot hers, DESCRI PTI ON

N050608+ PFI ZER RX SE5 019 12-FEB-97 11-JUN-97 FPL
UNASYN

SULBACTAM SCDI UM

N050609 ABBOTT LABS RX SLR 007 24- AUG 94 FPL
ERYTHROCI N SLR 008 24- AUG 94 FPL

ERYTHROMYCI N LACTCBI ONATE

NO50611+ ABBOTT LABS RX SLR 018 04- FEB- 00

PCE

ERYTHROMYCI N

NO50613+ PFlI ZER LABS RX SLR 007 28- OCT- 94 ADL
CEFOBI D

CEFOPERAZONE SODI UM

N050614+ ELI LILLY RX SLR 016 29-JUL- 99 ADL
KEFTAB SLR 018 29-JUL- 99 ADL
CEPHALEXI N HYDROCHLORI DE SLR 019 29-JUL-99 ADL
NO50616+ ALCON RX SLR 011 28- APR- 99 FPL
TOBRADEX

TOBRAMYCI N

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
NO50617+ ALLERGAN HERBERT RX SLR 005 12- APR- 95 ADL
ERYGEL
ERYTHROMYCI N
NO50619+ BRI STOL MYERS SQUI BB RX SLR 002 13- NOv- 98 ADL
MYCOSTATI N
NYSTATI N
N050621+ LEDERLE LABS RX SLR 021 27- FEB- 98 FPL
SUPRAX
CEFI XI ME
N050622+ LEDERLE LABS RX SLR 013 27- FEB- 98 FPL
SUPRAX
CEFI XI ME
N050624+ HLR RX SLR 017 18- AUG 94 31- AUG 95 FPL

ROCEPHI N W DEXTRCSE
CEFTRI AXONE SCDI UM

N050625+ NOVARTI S PHARMS RX SLR 028 21-DEC- 99 ADL
SANDI MMUNE
CYCLOSPORI NE

N050627+ AVENTI S PHARMS RX SLR 004 17- SEP-96 26- FEB- 97
Rl FADI N
RI FAMPI N

N050629+ PHARVACI A AND UPJCHN RX SLR 007 04- MAR- 99 FPL
ADRI AMYCI N PFS
DOXORUBI CI N HYDROCHL ORI DE

Updat ed | abeling - CLI NI CAL PHARVACOLOGY ( GENDER- RELATED PHARMACCKI NETI C
Dl FFERENCES) AND PRECAUTI ONS/ Drug | nt eractions

N050630+ MERCK RX SLR 015 04- FEB- 99 ADL
PRI MAXI N
I M PENEM

N050632+
AZACTAM

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BRI STOL MYERS SQUI BB RX SLR 009 16- FEB- 99 FPL
AZTREONAM
N050634+ GLAXO VEELLCOVE RX SLR 006 26- JAN-98 13- MAY- 98 FPL
FORTAZ
CEFTAZI DI ME SOCDI UM
PRECAUTI ONS
NO50637+ PHARVACI A AND UPJCHN RX SLR 004 30-JUL-93 31-JAN-94
ZEFAZONE SLR 008 30-JUL-93

CEFMETAZOLE SCODI UM

N050638+ BAXTER HLTHCARE RX SLR 006 20-JUL-99 ADL
PENI CI LLI N G POTASSI UM
PENI Cl LLI N G POTASSI UM

NO050639+ PHARVACI A AND UPJCHN RX SLR 012 12-DEC-97 08-JUN-98 FPL
CLEQCI N PHOSPHATE | N DEXTROSE 5%
CLI NDAMYCI N PHOSPHATE

REVI SED PI - PRECAUTI ONS, OVERDOSAGE, AN MAL TOXI COLOGY

N050640+ BAXTER HLTHCARE RX SLR 001 19- DEC-91

BACTOCI LL

OXACI LLI N SODI UM

N050641+ OCLASSEN PHARM RX SLR 005 06- VAR- 92

MONCDOX

DOXYCYCLI NE

N050643+ GLAXO VELLCOVE RX SLR 007 23-DEC-96 24- APR-97 FPL
ZI NACEF SLR 009 23-DEC-96 24- APR- 97 FPL

CEFUROXI ME SODI UM

NO050646+ GLAXO VEELLCOVE RX SLR 008 26- JAN-98 13- MAY- 98 FPL
CEPTAZ
CEFTAZI DI ME (ARG NI NE FORMULATI ON)

PRECAUTI ONS

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N050649+
M NOCI N
M NOCYCLI NE HYDROCHLORI DE

NO50655+
NALLPEN
NAFCI LLI N SODI UM

NO050658+
TI MENTI N
TI CARCI LLI N DI SCDI UM

NO50661+
| DAMYCI N
| DARUBI CI N HYDROCHL ORI DE

N050662+
Bl AXI N
CLARI THROMYCI N

N050664+
CEFZI L
CEFPROZI L

NO50665+
CEFZI L
CEFPRQZI L

NO50667+
LORABI D
L ORACARBEF

NO050668+
LORABI D
L ORACARBEF

NO50670+
ZI THROVAX
AZI THROWCI N DI HYDRATE

NO50671+
VANCOCI N HCL

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
LEDERLE LABS RX SLR
BAXTER HLTHCARE RX SLR
SM THKLI NE BEECHAM RX SLR

PHARVACI A AND UPJCHN RX

ABBOTT LABS RX

BRI STOL MYERS SQUI BB RX

BRI STOL MYERS SQUI BB RX

KI NG PHARMS RX
KI NG PHARMS RX
PFI ZER RX

(+ - Represents a Referenced Drug )

SLR

SLR

SLR

SLR

SE5

SE5

SE5

SUP# LATEST
APPROVAL DATE

006

007

004

001

026

015

015

011

013

010

DATE

08- AUG- 95

12- AUG 92

27- FEB- 96

07-JAN-91

29-JUL-99

26- AUG 97

26- AUG 97

13- NOv- 96

13- NOv- 96

20- DEC- 96

PAGE 193

ACKNOMLEDGE ADL / FPL

FPL

ADL

ADL

30- SEP- 97 FPL

30- SEP- 97 FPL

07- NOv- 97 FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 194

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
BAXTER HLTHCARE RX SE5 002 08- JAN- 98 FPL
SLR 004  08-JAN-98 FPL

VANCOMYCI N HYDROCHLORI DE

NO50672+ GLAXO VELLCOVE RX SLR 012 24-MAR-98 17- AUG 98 FPL
CEFTI N

CEFUROXI ME AXETI L

NO050674+ PHARVACI A AND UPJOHN RX SE1 012 20- NOv- 98 FPL
VANTI N

CEFPODOXI ME PROXETI L

NO50675+ PHARVACI A AND UPJOHN RX SE1 015 20- NOV- 98 FPL
VANTI N SE2 014 20- NOV- 98 FPL

CEFPODOXI ME PROXETI L

NO50678+ LILLY RES LABS RX SLR 005 22-JUL-98 ADL
DYNABAC

DI R THROWCI N

NO50679+ BRI STOL MYERS SQUI BB RX SLR 005 08- FEB- 99 FPL
MAXI PI ME

CEFEPI ME HYDROCHLORI DE ( ARG NI NE FORMULATI ON)

NEW | NDI CATI ON - TREATMENT OF COWPLI CATED | NTRA- ABDOM NAL | NFECTI ONS I N
COMVBI NATI ON W TH METRONI DAZOLE

N050680+ PHARVACI A AND UPJOHN RX SE2 002 02- MAR- 98 ADL
CLECCI N
CLI NDAMYCI N PHOSPHATE

N050682+ MERCK RES RX SLR 010 18- FEB- 97 FPL
COSMEGEN
DACTI NOWCI N

N050684+ WYETH AYERST LABS RX SE1 001 08- MAY-96 15-JUL-97 FPL
ZOSYN
TAZOBACTAM SCDI UM

NO50685+ DJ PHARVA RX SLR 006 16- FEB- 99 FPL

CEDAX
CEFTI BUTEN DI HYDRATE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO050686+
CEDAX
CEFTI BUTEN DI HYDRATE

NO50689+
MyCOBUTI N
RI FABUTI N

N050694+
CEFOTAN
CEFOTETAN DI SCDI UM

N050698+
Bl AXI N
CLARI THROMYCI N

NO50705+
Rl FATER
RI FAMPI N

NO50708+
PROGRAF
TACROLI MUS

NO50709+
PROGRAF
TACROLI MJS

NO50710+
ZI THROVAX
AZl THROWCI N DI HYDRATE

NO50715+
NEORAL
CYCLGOSPORI NE

NO50716+
NEORAL
CYCLOSPORI NE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

DJ PHARVA

PHARMACI A AND UPJCOHN

ZENECA PHARVS

ABBOTT LABS

AVENTI S PHARMS

FUJI SAWA HLTHCARE

FUJI SAWA HLTHCARE

PFI ZER

NOVARTI S PHARMS

NOVARTI S PHARMS

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

RX

SLR

SLR

SLR

SLR

SLR

SE1
SE2

SE1
SE2

SE5

SLR

SLR

SUP# LATEST
APPROVAL DATE

006

008

003

007

001

008
007

006
005

001

008

012

DATE

16- FEB- 99

03- NOv- 95

20- OCT- 95

26- AUG 97

08-JUL-94

22- APR- 97
22- APR- 97

22- APR- 97
22- APR- 97

20- DEC- 96

21-DEC- 99

21-DEC- 99

PAGE 195

ACKNOW.EDGE

04- OCT- 94

05- NOv- 97
05- NOv- 97

05- NOv- 97
05- NOv- 97

07- NOv- 97

ADL / FPL

FPL

FPL

ADL

ADL

FPL
FPL

FPL
FPL

FPL

ADL

ADL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NO50718+
DOXI L
DOXORUBI CI N HYDROCHL ORI DE

NO50719+
HELI DAC
TETRACYCLI NE HYDROCHLORI DE

N050720+
AUGMVENTI N * 875
CLAVULANATE POTASSI UM

N050722+
CELLCEPT
MYCOPHENOLATE MOFETI L

NO050723+
CELLCEPT
MYCOPHENOLATE MOFETI L

NO050724+
ABELCET
AMPHOTERI CI N B

NO50725+
AUGMVENTI N ' 400°
CLAVULANATE POTASSI UM

NO50726+
AUGMVENTI N ' 400°
CLAVULANATE POTASSI UM

NO50729+
AVPHOTEC
AMPHOTERI CI N B

NO50733+
ZI THROVAX
AZI THROWCI N DI HYDRATE

N050734+
| DAMYCI N PFS

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

ALZA

PROCTER AND GAMBLE

SKB PHARMS

SYNTEX

SYNTEX USA

LI POSOMVE

SKB PHARMS

SKB PHARMS

ALZA

PFI ZER

(+ -

RXOTC CODE DOC TYPE

RX SE1
RX SLR
RX SLR
RX SE1
RX SLR
RX SE1
RX SLR
RX SLR
RX SLR
RX SLR

Represents a Referenced Drug )

SUP# LATEST
APPROVAL
DATE
006 28-JUN- 99
005 30-JUN- 99
003 11- FEB-98
002 11- FEB-98
001 11- FEB-98
002 18- OCT- 96
002 11- FEB-98
002 11- FEB- 98
002 27- AUG 97
001 20-JUL-99

PAGE 196

ACKNOMLEDGE ADL / FPL

DATE

ADL

ADL

ADL

ADL

10- MAR- 97 FPL

FPL

FPL

ADL

FPL



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

| DARUBI CI N HYDROCHL ORI DE

NO50739+
OWNI CEF
CEFDI NI R

NO50749+
OWNI CEF
CEFDI NI R

NO50753+
TOBI
TOBRAMYCI N

NO50757+
PREVPAC
LANSOPRAZCOLE

N060003+
V-CILLIN K
PENI CI LLI N V POTASSI UM

NO60111+
STREPTOMYCI N SULFATE
STREPTOMYCI N SULFATE

N060180+
VANCOCI N HCL
VANCOMYCI N HYDROCHLORI DE

N060304+
NEOWCI N SULFATE
NEOWYCI N SULFATE

NO60517+
FUNG ZONE
AMPHOTERI CI N B

NO060570+
FUNG ZONE
AVPHOTERI CI N B

N060572+
MYCOLOG | |

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

PHARVACI A AND UPJCHN

ABBOTT LABS

ABBOTT LABS

PATHOGENESI S

TAP HOLDI NGS

ELI LILLY

PFlI ZER LABS

ELI LILLY

TEVA PHARMS

APOTHECON

APOTHECON

(+ - Represents a Referenced Drug )

RXOTC CODE DOC TYPE

RX

SLR

SE2

SE2

SLR

SE2

SLI

SL

SL

SL

SL

SL

SUP# LATEST

004

002

002

001

002

009

003

039

026

020

006

PAGE 197

APPROVAL DATE
DATE

12- AUG 99

08- NOv- 99

14-JUL-99

11- SEP- 98

22- JAN- 99

14- MAR- 94

08-JUL-93

24- JUN- 96

26- OCT- 95

16- NOv- 98

29- MAR- 93

ACKNOMLEDGE ADL / FPL

FPL

FPL

FPL

FPL



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 198

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

APOTHECON RX SL 017 03- NOv- 92

TRI AMCI NOLONE ACETONI DE

NO060574+ APOTHECON RX SL 013 11- APR- 96

MYCOSTATI N

NYSTATI N

NO60575+ VESTWOOD SQUI BB RX SL 008 17- SEP- 98

MYCOSTATI N

NYSTATI N

NO060578+ VESTWOOD SQUI BB RX SL 003 17- SEP- 98

MYCOSTATI N

NYSTATI N

N060582+ MONARCH PHARMS RX SL 006 27- OCT- 95

NECSPORI N

POLYMYXI N B SULFATE

N060613+ MONARCH PHARMS RX SL 005 30- MAR- 93

CORTI SPORI N

POLYMYXI N B SULFATE

N060700+ MEDI CI' S PHARM RX SLI 015 12- MAR- 92

NEG- SYNALAR

NEOWYCI N SULFATE

NO60716+ BEDFCRD LABS RX SL 010 26- AUG 96

POLYMYXI N B SULFATE

POLYMYXI N B SULFATE

N060733+ PHARVACI A AND UPJCHN RX SL 006 08- APR-94

BACI TRACI N

BACI TRACI N

N061147+ APOTHECON RX SL 016 22-JUL-97

SUMYClI N

TETRACYCLI NE HYDROCHLORI DE

N061229+ MONARCH PHARMS RX SL 003 10- AUG- 95

POLYSPORI N SL 005 10- AUG- 95

POLYMYXI N B SULFATE

N061394+

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

PRI NCI PEN
AWPI CI LLI N TRI HYDRATE

N061449+
STAPHCI LLI N
METHI CI LLI N SODI UM

N061533+
MYCOSTATI N
NYSTATI N

NO61667+
VANCOCI N HCL

VANCOMYCI N HYDROCHL ORI DE

NO61773+
KEFZOL
CEFAZOLI N SODI UM

N061884+
RI FAVATE
RI FAMPI N

N061893+
| LOSONE
ERYTHROMYCI N ESTOLATE

N061894+
| LOSONE
ERYTHROWYCI N ESTOLATE

N061895+
| LOSONE
ERYTHROMYCI N ESTOLATE

N061896+
| LOSONE
ERYTHROMYCI N ESTOLATE

N061897+
| LOSONE
ERYTHROMYCI N ESTOLATE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR

APCTHECON

APCTHECON

APCTHECON

LILLY

ELI LILLY

AVENTI S PHARMS

DI STA PRODS

LILLY

DI STA PRODS

LILLY

LILLY

RXOTC CODE DOC TYPE

RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL

SL
RX SL
RX SL

SL
RX SL
RX SL

(+ - Represents a Referenced Drug )

SUP# LATEST
APPROVAL
DATE
027 11-JUL-97
011 21- MAY-91
018 16- APR- 96
023 09- SEP- 97
059 03- MAR- 99
010 27- AUG 99
009 06- DEC-91
010 06- DEC-91
019 22-JUL-97
008 13- NOv-91
010 13- NOv-91
019 22-JUL-97
022 22-JUL-97

PAGE 199

ACKNOMLEDGE ADL / FPL
DATE



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

N061905+
E.E S. 400
ERYTHROMYCI N ETHYLSUCCI NATE

N062008+
NEBCI N
TOBRAMYCI N SULFATE

N062117+
KEFLEX
CEPHALEXI N

N062166+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
ABBOTT LABS RX SL
ELI LILLY RX SL
ELI LILLY RX SL
PHARVADERM RX SL

BACI TRACI N- NEOMYCI N- POLYMYXI N W HYDROCORTI SONE ACETATE

POLYMYXI N B SULFATE

N062206+
CECLOR
CEFACLOR

N062216+
AMOXI L
AMOXI CI LLI'N

N062226+
AMOXI L
AMOXI CI LLI'N

N062268+
CLOXACI LLI N SOCDI UM
CLOXACI LLI N SODI UM

N062298+
ERY- TAB
ERYTHROMYCI N

N062303
Rl FADI N
Rl FAMPI N

N062310+
HUVATI N

LILLY RES LABS RX
SM THKLI NE BEECHAM RX
SM THKLI NE BEECHAM RX
TEVA PHARMS RX
ABBOTT LABS RX
AVENTI S PHARMS RX

(+ - Represents a Referenced Drug )

SL

SL

SL

SL

SL

SLI

PAGE 200

SUP# LATEST ACKNOMLEDGE ADL / FPL

034

016

031

010

048

023

023

014

052

001

APPROVAL DATE
DATE

29-JUL-94

18- JUN-92

06- AUG- 96

07- DEC- 93

30- AUG 99

08- JUN- 99

08- JUN- 99

13- JAN- 94

16- SEP- 99

28- SEP- 95



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

PAROMOMYCI N SULFATE

N062311+
AM KI'N
AM KACI N SULFATE

N062336+
MJUTAMYCI N
M TOWCI N

N062467+
E- SOLVE 2
ERYTHROMYCI N

N062682+
VANCOLED
VANCOMYCI N HYDROCHLORI DE

N062717+
UNI PEN
NAFCI LLI N SODI UM

N062726+
KANTREX
KANAMYCI N SULFATE

N062736+
BACTOCI LL
OXAC!I LLI N SOCDI UM

N062812+
VANCOCI N HCL
VANCOMYCI N HYDROCHLORI DE

N062844+
NAFCI LLI N SODI UM
NAFCI LLI N SODI UM

N063065+
M NOCYCLI NE HCL
M NOCYCLI NE HYDROCHLORI DE

NO63081+

TOBRAMYCI N SULFATE I N SODI UM CHLORI DE 0. 9%

SPONSOR

PARKEDALE

APOTHECON

BRI STOL MYERS

SYOSSET LABS

LEDERLE LABS

WYETH AYERST LABS

APOTHECON

SM THKLI NE BEECHAM

ELI LILLY

MARSAM PHARMS

DANBURY PHARNVA

RXOTC CODE DOC TYPE

RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

002

025

024

003

013

007

003

005

023

013

015

PAGE 201

ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

08- OCT- 92

31-JUL- 96

06- JAN- 00

29- NOV- 91

05- DEC- 95

05- MAY- 92

26- APR- 93

02- FEB- 94

24- APR- 96

22- MAR- 96

10- JUN- 99



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

TOBRAMYCI N SULFATE

N063221+
CEFTAZI DI ME SODI UM
CEFTAZI DI ME SOCDI UM

N064103+
CERUBI DI NE
DAUNCRUBI CI N HYDROCHL ORI DE

NO70589+
AMANTADI NE HCL
AMANTADI NE HYDROCHLORI DE

NO70690+
PROPRANOLOL HCL
PROPRANCLOL  HYDROCHLORI DE

NO70797+
CHLORPHENI RAM NE MALEATE
CHLORPHENI RAM NE MALEATE

NO070928+
DI AZEPAM
DI AZEPAM

NO70979+
PROPRANOLOL HCL
PROPRANCLOL  HYDROCHLORI DE

NO71041+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

NORETHI NDRONE AND ETHI NYL ESTRADI OL ( 7/ 14)

NORETHI NDRONE
NO71104+

LEUCOVORI N CALCI UM
LEUCOVORI N CALCI UM

NO71165+

BUPI VACAI NE HCL AND EPI NEPHRI NE

EPI NEPHRI NE

NO071168+

BUPI VACAI NE HCL AND EPI NEPHRI NE

SPONSOR RXOTC CODE DOC TYPE
ABBOTT LABS RX SL
BAXTER HLTHCARE RX SL
BEDFORD LABS RX SL
ROSEMONT PHARM RX SL
ROXANE RX SL
GENEVA arc SL
ROXANE RX SL
ROXANE RX SL
WATSON LABS RX SL
I MVUNEX RX SLI
ABBOTT LABS RX SL

(+ - Represents a Referenced Drug )

PAGE 202

SUP# LATEST ACKNOMLEDGE ADL / FPL

008

001

007

021

008

001

012

009

002

009

009

APPROVAL DATE
DATE

05- MAY- 94

29- AUG 94

19- NOv- 99

16- DEC- 97

05- JAN- 94

04- APR- 90

09- DEC- 98

05- JAN- 94

01- MAY- 97

21-NOV-91

22- NOV- 99



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 203

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ABBOTT LABS RX SL 009 22- NOV- 99
EPI NEPHRI NE
NO71171+ ABBOTT LABS RX SL 007 22- NOV- 99
BUPI VACAI NE HCL AND EPI NEPHRI NE
EPI NEPHRI NE
NO71388+ ROXANE RX SL 009 05- JAN- 94

PROPRANCLOL HCL | NTENSCQL
PROPRANCLOL  HYDROCHLORI DE

NO71415+ ROXANE RX SL 007 09- DEC- 98
DI AZEPAM | NTENSOL

DI AZEPAM

NO71438+ ABBOTT RX SL 007 09- MAR- 98

RI TODRI NE HCL | N DEXTROSE 5% I N PLASTI C CONTAI NER
RI TODRI NE HYDROCHLORI DE

NO71618+ ABBOTT LABS RX SL 006 09- MAR- 98
RI TODRI NE HCL
Rl TODRI NE HYDROCHLORI DE

NO71619+ ABBOTT LABS RX SL 007 09- MAR- 98
RI TODRI NE HCL
Rl TODRI NE HYDROCHLORI DE

NO71868+ FAULDI NG PHARM ( US) RX SL 009 02- JUN- 97
CYTARABI NE
CYTARABI NE
NO71961+ ABBOTT LABS RX SL 002 09- APR- 92
NI TROPRESS

SODI UM NI TROPRUSSI DE

NO71982+ ABBOTT LABS RX SL 004 24- JAN- 95
FENTANYL Cl TRATE AND DROPERI DOL
FENTANYL Cl TRATE

N072168+ FAULDI NG PHARM ( US) RX SL 009 02- JUN- 97
CYTARABI NE
CYTARABI NE

NO72354+
DESOVEN

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

DESONI DE

NO72758+

SPONSOR RXOTC CODE DOC TYPE
GALDERNMA RX
KV PHARMS arc

TRI PROLI DI NE AND PSEUDCEPHEDRI NE HYDROCHLORI DES

TRI PROLI DI NE HYDROCHLORI DE

NO72945+
CYTARABI NE
CYTARABI NE

N073019
| BUPROFEN
| BUPROFEN

NO73191+
TRI AMTERENE AND HYDROCHLOROTHI AZI DE
TRI AMTERENE

NO73403+
QUESTRAN
CHOLESTYRAM NE

NO73585+
SUDAFED 12 HOUR
PSEUDCEPHEDRI NE HYDROCHL ORI DE

NO74312+
ALPRAZOLAM
ALPRAZCOLAM

NO74314+
ALPRAZOLAM
ALPRAZCOLAM

NO74346+
PASER
AM NCSALI CYLI C ACI D

NO74374+
PRI MBOL
TRI METHOPRI M HYDROCHL ORI DE

NO74468+

CI METIDINE HCL I N SODI UM CHLORI DE 0. 9%

FAULDI NG PHARM ( US) RX
MCNEI L CONS orc
GENEVA PHARVS RX
APOTHECON RX
WARNER VELL COVE orc
ROXANE RX
ROXANE RX
JACOBUS PHARM RX
ASCENT PEDS RX

(+ - Represents a Referenced Drug )

SL

SL

SL

SL

SL

SL

SL

SL

SL

SL

SL

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

006

004

003

006

011

006

005

003

003

011

001

PAGE 204

ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

12- JUN- 98

24- FEB- 93

03- JUN- 97

07- CCT- 98

14- APR- 99

27-DEC- 99

12-JUL-99

12- AUG 97

12- AUG 97

27- AUG 96

17- JUN- 97



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 205

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

ABBOTT RX SL 004  05- AUG 96

Cl METI DI NE HYDROCHLORI DE

NO74720+ FAULDI NG PHARM ( US) RX SL 001 27-JUN- 97

ACYCLOVI R SCDI UM

ACYCLOVI R SCDI UM

NO74782+ PHARM FORM arc SL 002 01- DEC- 99

| BUPROFEN

| BUPROFEN

NO80001+ ABBOTT LABS RX SL 030 15- APR- 99

CALCI UM GLUCEPTATE

CALCI UM GLUCEPTATE

N080020+ ALCON RX SL 024 31-JUL- 96

| SOPTO CETAM DE

SULFACETAM DE SCDI UM

N080138+ LANNETT RX SL 006 04- FEB-91

SODI UM P. A S.

AM NCSALI CYLATE SCDI UM

N080142+ ZENI TH GOLDLI NE RX SL 060 17- APR- 96

SULFI SOXAZOLE

SULFI SOXAZOLE

NO80157+ LEDERLE LABS RX SL 014 23- MAY- 94

PYRAZI NAM DE

PYRAZI NAM DE

N080188+ STERI S RX SL 112 03- AUG 93

TESTOSTERONE PROPI ONATE

TESTOSTERONE PROPI ONATE

N080205+ ABBOTT LABS RX SL 062 10- NOv- 94

POTASSI UM CHLORI DE

POTASSI UM CHLORI DE

N080225+ AM PHARM PARTNERS RX SLI 052 13- JAN-93

POTASSI UM CHLORI DE
POTASSI UM CHLORI DE

N080229+
NAPHCON FORTE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NAPHAZOLI NE HYDROCHLORI DE

N080259+
PROVWPT PHENYTO N SODI UM
PHENYTO N SODI UM PROVPT

N080281+
ORETON
METHYLTESTOSTERONE

N080354+
PREDNI SOLONE
PREDNI SOLONE

N080425+
TEXACORT
HYDROCORTI SONE

N080429+
ANESTACON
LI DOCAI NE HYDROCHLORI DE

N080474+
HYTONE
HYDROCORTI SONE

NO80505+
CARMOL HC
UREA

NO80571+
TH AM NE HCL
TH AM NE HYDROCHLORI DE

NO80572+
PYRI DOXI NE HCL
PYRI DOXI NE HYDROCHLORI DE

NO80615+
DI MENHYDRI NATE
DI MENHYDRI NATE

N080643+
DI PHENHYDRAM NE HCL

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
ALCON RX SL
ZENI TH GOLDLI NE RX SL
SCHERI NG RX SL
DANBURY PHARNVA RX SL
Bl OGLAN PHAR RX SL
POLYMEDI CA RX SL
DERM K LABS RX SL
KENWOOD LABS RX SLI
STERI S RX SL
STERI S RX SL
STERI S LABS RX SL

(+ - Represents a Referenced Drug )

SUP#

017

038

009

043

012

014

022

018

140

144

167

PAGE 206

LATEST ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

02-JUL- 96

17-JUL-92

19- JAN- 94

30- MAR- 94

06- SEP-90

12-JUN-91

09- DEC-91

27- FEB- 92

14- NOV- 94

26- DEC- 90

11-JAN-91



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 207

NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ROXANE RX SL 011 31- DEC- 90

DI PHENHYDRAM NE HYDROCHLORI DE

NO080680+ DANBURY PHARVA RX SL 054  03-SEP-92
FCQLI C ACI D
FCQLI C ACI D
NO080745+ FUJI SAWA HLTHCARE RX SL 025 13- OCT- 89

ARI STOCORT A
TRI AMCI NOLONE ACETONI DE

NO80751+ Cl BA VI SI ON CORP RX SL 021 15- OCT- 96
| NFLAMASE FORTE
PREDNI SOLONE SCDI UM PHOSPHATE

N080832+ GENEVA RX SLI 103 05- NOv- 90
DI PHENHYDRAM NE HCL
DI PHENHYDRAM NE HYDROCHLORI DE

NO80853+ ELI LILLY RX SL 014 26- APR- 91
BETALIN S
TH AM NE HYDROCHLORI DE

NO80873+ STERI S LABS RX SL 211 04- NOv- 93
DI PHENHYDRAM NE HCL
DI PHENHYDRAM NE HYDROCHLORI DE

NO080874+ GLOBAL PHARMS RX SL 004 24- MAY- 89
Pl PERAZI NE Cl TRATE
Pl PERAZI NE CI TRATE

NO81051+ M KART RX SL 013 01- OCT- 97
HYDROCODONE BI TARTRATE AND ACETAM NOPHEN
HYDROCODONE BI TARTRATE

NO81095+ M KART RX SL 002 09- DEC-91
ACETAM NOPHEN, ASPI RN, AND CODEI NE PHOSPHATE
CODElI NE PHOSPHATE

NO081096+ M KART RX SL 001 09- DEC-91
ACETAM NOPHEN, ASPIRI' N, AND CODEI NE PHOSPHATE
CODElI NE PHOSPHATE

N081097+
ACETAM NOPHEN, ASPIRI' N, AND CODEI NE PHOSPHATE

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

NDA
TRADE NAME
| NGREDI ENT

CODElI NE PHOSPHATE

N081223+
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
HYDROCODONE BI TARTRATE

N081225+
ADRUCI L
FLUOROURACI L

NO83080+
AQUASOL A
VI TAM N A

N083209+
ESTRATAB
ESTROGENS, ESTERI FI ED

N083220+
OGEN 2.5
ESTROPI PATE

N083244+
NEMBUTAL
PENTOBARBI TAL

N083245+
NEMBUTAL SODI UM
PENTOBARBI TAL SODI UM

N083247+
NEMBUTAL
PENTOBARBI TAL SODI UM

N083262+
SODI UM SECOBARBI TAL
SECOBARBI TAL SODI UM

N083345+
POTASSI UM CHLORI DE
POTASSI UM CHLORI DE

NO83398+

SPONSOR RXOTC CODE DOC TYPE
M KART RX SL

SL
M KART RX SL

PHARVACI A AND UPJOHN RX

ASTRAZENECA RX

SOLVAY RX

PHARVACI A AND UPJCHN RX

ABBOTT LABS RX
ABBOTT LABS RX
ABBOTT LABS RX
WYETH AYERST LABS RX
ABBOTT LABS RX

(+ - Represents a Referenced Drug )

SL

SL

SL

SL

SL

SLI

SLI

SL

SL

PAGE 208

SUP# LATEST ACKNOMLEDGE ADL / FPL

001
003

011

005

012

054

024

010

009

003

008

023

APPROVAL DATE
DATE

27- FEB- 92
27- FEB- 92

25- NOV- 96

30-JUL-99

05- AUG 93

10- VAR- 98

10- NOv- 92

20- SEP- 95

22- VAY- 92

22- VAY- 92

24- OCT- 89

12- AUG 94



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

PREDNI SOLONE ACETATE
PREDNI SOLONE ACETATE

N083640+
QUI NI DI NE SULFATE
QUI NI DI NE SULFATE

N083821+
BROVPHENI RAM NE MALEATE
BROVPHENI RAM NE MALEATE

N083823+
NI COLAR
NI ACI N

NO83857+
ESTRATAB
ESTROGENS, ESTERI FI ED

N083919+
M LTOMN
MEPROBANVATE

N083923+
PHENTERM NE HCL
PHENTERM NE HYDROCHLORI DE

N083943+
KENALOG
TRI AMCI NOLONE ACETONI DE

NO83976+
TESTRED
METHYLTESTOSTERONE

N084048+
OCTCCAI NE
LI DOCAI NE HYDROCHLORI DE

NO084051+
DEXTROSTAT
DEXTROAMPHETAM NE SULFATE

N084093+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
STERI S LABS RX SLI
ROXANE RX SL
STERI S RX SL
AVENTI S PHARM PRCD RX SLI
SOLVAY RX SL
WALLACE PHARMS RX SL
CAMALL RX SL
APOTHECON RX SL
I CN PHARMS RX SLI
SEPTODONT RX SL
SHI RE Rl CHWOOD RX SL

(+ - Represents a Referenced Drug )

PAGE 209

SUP# LATEST ACKNOMLEDGE ADL / FPL

138

029

020

010

042

014

045

034

023

022

020

APPROVAL DATE

DATE

09- MAY- 91

15-JUL- 96

11- VAY-92

27- MAY- 93

18- JUN- 97

05- APR- 90

01- JUN- 99

04- APR- 88

08- AUG 94

08- APR- 98

26- OCT- 98



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

NEMBUTAL SODI UM
PENTOBARBI TAL SODI UM

N084108+
CYCLOGYL
CYCLOPENTOLATE HYDROCHLORI DE

N084109+
CYCLOGYL
CYCLOPENTOLATE HYDROCHLORI DE

N084110+
CYCLOGYL
CYCLOPENTOLATE HYDROCHLORI DE

N084211+
PROBENECI D
PROBENECI D

N084300+
CYCLOWDRI L
PHENYLEPHRI NE HYDROCHLORI DE

N084305+
MYDRI ACYL
TROPI CAM DE

N084306+
MYDRI ACYL
TROPI CAM DE

N084316+
DI MENHYDRI NATE
DI MENHYDRI NATE

N084427+
DI LANTI N
PHENYTO N

NO84444+
PHENAPHEN W CODEI NE NO. 2
CODEI NE PHOSPHATE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
ABBOTT LABS RX SLI
ALCON RX SL
ALCON RX SL
ALCON RX SL
MYLAN RX SL
ALCON RX SL
SL
ALCON RX SL
ALCON RX SL
WYETH AYERST LABS RX SLI
PARKE DAVI S DIV WL RX SL
ROBI NS RX SLI

(+ - Represents a Referenced Drug )

PAGE 210

SUP# LATEST ACKNOMLEDGE ADL / FPL

008

020

020

021

149

011
014

013

016

011

013

050

APPROVAL DATE

DATE

22- MAY- 92

16- JAN- 97

16- JAN- 97

16- JAN- 97

24- APR- 96

24- DEC- 96
24- DEC- 96

07- FEB- 97

07- FEB- 97

21- AUG 91

11- DEC- 95

11-DEG 91
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N084445+ ROBI NS RX SLI 059 11-DEG- 91

PHENAPHEN W CCDEI NE NO. 3
CODElI NE PHOSPHATE

N084446+ ROBI NS RX SLI 048 11-DEG- 91
PHENAPHEN W CCDEI NE NO. 4
CODElI NE PHOSPHATE

N084476+ BAYER RX SL 010 24- FEB- 94
DOVEBORO
ALUM NUM ACETATE

N084500+ BRI STOL MYERS SQUI BB RX SL 039  05-CCT-98
ESTRACE
ESTRADI OL

N084710+ PHARVACI A AND UPJCHN RX SL 018 16- FEB- 94
OGEN
ESTROPI PATE

NO84811+ NOVARTI S PHARMS RX SL 028 30- JAN- 96
APRESAZI DE
HYDROCHLOROTHI AZI DE

N084968+ CLAY- PARK LABS RX SL 013 18- MAR- 93
NI TROFURAZONE
NI TROFURAZONE

N084999+ WYETH AYERST LABS RX SL 022 20- FEB- 90
WYGESI C
PROPOXYPHENE HYDROCHLORI DE

NO85055+ JOHNSON RW RX SL 035 07- MAY-91
TYLENCL W CCDEI NE NO. 4
CODElI NE PHOSPHATE

NO85057+ JOHNSON RW RX SLI 038 10- MAY- 93
TYLENCL W CCDEI NE
CODElI NE PHOSPHATE

N085075+
AEROLATE 111

(+ - Represents a Referenced Drug )



16- Mar-2000 10:15 AM

NDA
TRADE NAME
| NGREDI ENT

THEOPHYLLI NE

N085106+
PERCOCET
OXYCODONE HYDROCHLORI DE

N085128+
ADI PEX- P
PHENTERM NE HYDROCHLORI DE

N085130+
NI TROFURAZONE
NI TROFURAZONE

N085187+
SLO- PHYLLI N
THEOPHYLLI NE

N085202+
SLO- PHYLLI N
THEOPHYLLI NE

N085204+
SLO- PHYLLI N
THEOPHYLLI NE

N085239+
ESTRONE
ESTRONE

N085328+
THEO- DUR
THEOPHYLLI NE

N085380+
BUTI SOL SODI UM
BUTABARBI TAL SODI UM

N085470+
DEPO- ESTRADI OL
ESTRADI OL CYPI ONATE

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SPONSOR RXOTC CODE DOC TYPE
FLEM NG RX SL
ENDO PHARMS RX SL
SL
TEVA PHARVS RX SL
CLAY- PARK LABS RX SL
AVENTI S PHARM PRCD RX SL
AVENTI S PHARM PROD RX SLI
AVENTI S PHARM PRCD RX SLI
STERI S RX SL
KEY PHARMS RX SL
SL
WALLACE LABS RX SL

PHARVACI A AND UPJCHN RX

(+ - Represents a Referenced Drug )

SL

PAGE 212

SUP# LATEST ACKNOMLEDGE ADL / FPL

004

015
016

056

012

021

021

020

056

042
043

024

010

APPROVAL DATE
DATE

18- OCT- 90

30- APR- 92
30- APR- 92

12- NOv- 98

18- MAR- 93

13- JUN-90

27- NOV- 90

27- NOV- 90

20- AUG 96

18- AUG 97
18- AUG- 97

14- APR- 99

01- JUN- 98
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N085475+ I CN PHARMS RX SL 039 03- NOv- 94
LI BRI UM
CHLORDI AZEPOXI DE HYDROCHLORI DE
N085498+ GW LABS RX SL 014 14- OCT- 97
TRUPHYLLI NE

AM NOPHYLLI NE

N085632+ ROXANE RX SL 016 15-JUL- 96
QUI NI DI NE SULFATE
QUI NI DI NE SULFATE

N085633+ EON MANUFACTURE LABS RX SL 016 06- DEC- 88
PHENDI METRAZI NE TARTRATE
PHENDI METRAZI NE TARTRATE

N085635+ PHARVACI A AND UPJCHN RX SL 013 30- APR- 97
DEPO- TESTOSTERONE
TESTOSTERONE CYPI ONATE

NO85865+ STERI S RX SL 031 20- AUG 96
TESTOSTERONE ENANTHATE AND ESTRADI OL VALERATE
TESTOSTERONE ENANTHATE

N085998+ STERI S LABS RX SL 080 22- NOV- 99
HYDROXOCOBALAM N
HYDROXOCOBALAM N

NO086065+ PARKEDAL E RX SL 033 30- MAY- 96
PROCAN SR
PROCAI NAM DE HYDROCHLORI DE

N086069+ BRI STOL MYERS SQUI BB RX SL 012  03- AUG 98
ESTRACE
ESTRADI OL

NO086096+ STERI S RX SL 032 13- FEB-91
CHLORPHENI RAM NE MALEATE
CHLORPHENI RAM NE MALEATE

NO86101+
SECONAL SODI UM

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE

ELI LILLY RX SL 008 28- MAR- 91
SECOBARBI TAL SODI UM
NO86107+ 3M PHARMACEUTI CALS RX SL 008 20- SEP- 96
THEQLAI R
THEOPHYLLI NE
N086308+ M SSI ON PHARVA RX SL 004  06-JUL-92
HOVAPI N- 10
HOVATROPI NE METHYLBROM DE
N086309+ M SSI ON PHARVA RX SL 004  06-JUL-92
HOVAPI N- 5
HOVATROPI NE METHYLBROM DE
N086399+ 3M PHARMS RX SL 013 20- SEP- 96
THEQLAI R
THEOPHYLLI NE
NO86417+ STERI S LABS RX SLI 015 20- NOV- 92
TESTOSTERONE
TESTOSTERONE
NO86576+ KENWOOD LABS RX SL 010 23-JUL-93
TYZI NE
TETRAHYDRQZOLI NE HYDROCHLORI DE
NO86651+ I NTL MEDTN SYS RX SL 003 21- FEB- 89
| SCETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE
NO86742+ WARNER CHI LCOTT RX SL 020 08- JUN- 99
CHOLEDYL SA
OXTRI PHYLLI NE
N086842+ JACOBUS PHARM RX SL 012 13-JUL- 88
DAPSONE
DAPSONE
N086945+ EON MANUFACTURE LABS RX SL 016 24- SEP- 98

PHENTERM NE HCL
PHENTERM NE HYDROCHLORI DE

N086998+
THEO- DUR

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
KEY PHARMS RX SL 034 18- AUG- 97
SL 035 18- AUG- 97

THEOPHYLLI NE

NO87147+ | CN PHARMS RX SL 008 16- OCT- 96
ANDROI D 25

METHYLTESTOSTERONE

N087239+ ELKI NS SI NN RX SLI 013 29- VAR- 91

AM NOPHYLLI NE
AM NOPHYLLI NE

N087266+ ALPHARMA USPD RX SL 017 17- VAY- 96
L1 NDANE
L1 NDANE
NO87301+ EON MANUFACTURE LABS RX SL 022 24- SEP- 98

PHENTERM NE HCL
PHENTERM NE HYDROCHLORI DE

NO87313+ ALPHARVA USPD RX SL 029 17- VAY- 96
L1 NDANE

L1 NDANE

NO87336+ MALLI NCKRODT CHEM RX SL 026 18- DEC- 95
LORCET- HD

HYDROCODONE BI TARTRATE

NO87355+ ALTANA | NC RX SL 023 31- AUG 99
NI TROGLYCERI N
NI TROGLYCERI N

NO87393+ ROXANE RX SL 016 10- MAY-91
METHADONE HCL
METHADONE HYDROCHLORI DE

NO87500+ ROXANE RX SL 012 15- AUG 96
AM NOPHYLLI NE

AM NOPHYLLI NE

NO87501+ ROXANE RX SL 012 15- AUG 96
AM NOPHYLLI NE

AM NOPHYLLI NE

NO87510+

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

PROCAN SR
PROCAI NAM DE HYDROCHL ORI DE

NO87547+
| SOPTO CETAPRED
SULFACETAM DE SODI UM

NO87611+
LI QU D PRED
PREDNI SONE

NO87711+
DEXAMETHASONE ACETATE
DEXAMETHASONE ACETATE

NO87727+
AM NOPHYLLI NE DYE FREE
AM NOPHYLLI NE

NO87748+
BLEPHAM DE S. O. P.
SULFACETAM DE SCDI UM

NO87811+
PHRENI LI N
BUTALBI TAL

NO87846+
TOFRANI L
I'M PRAM NE HYDROCHLORI DE

NO87863+
CHOLEDYL SA
OXTRI PHYLLI NE

NO87894+
SLO-BI D
THEOPHYLLI NE

NO87979+
CHLOROQUI NE PHOSPHATE
CHLOROQUI NE PHOSPHATE

NO87997+

SPONSOR

PARKEDALE

ALCON

MJURO PHARM

STERI S LABS

ALPHARVA USPD

ALLERGAN PHARM

CARNRI CK

NOVARTI S PHARMS

PARKE DAVI S DIV W

AVENTI S PHARM PROD

DANBURY PHARNVA

RXOTC CODE DOC TYPE

RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SLI
RX SL

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

029

014

017

022

017

015

019

015

020

031

014
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ACKNOMLEDGE ADL / FPL

APPROVAL DATE

DATE

30- MAY- 96

06- DEC- 94

08- APR-94

30- NOV- 94

05- SEP-97

20- NOv- 98

28- APR- 97

01- SEP-98

08- JUN- 99

28- FEB- 91

20- OCT- 94
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
ROXANE RX SL 005 24-DEC-91
METHADONE HCL SL 008 24-DEC-91

METHADONE HYDROCHLORI DE

N088023+ TEVA PHARVS RX SL 031 12- NOv- 98
ADI PEX- P

PHENTERM NE HYDROCHLORI DE

N088058+ KNOLL PHARM RX SLI 020 10- SEP- 92
VI CCDI N

HYDROCODONE BI TARTRATE

N088126+ ROXANE RX SL 016 31- AUG 98
AM NOPHYLLI NE
AM NOPHYLLI NE

N088147+ ABBOTIT LABS RX SL 003 28- APR- 89
AM NOPHYLLI NE I N SODI UM CHLORI DE 0. 45%
AM NOPHYLLI NE

N088235+ CARCLI NA MED RX SL 005 14- SEP- 99
| SONI AZI D
| SONI AZI D

N088248+ ROXANE RX SL 014 22- NOV- 95
DEXAMETHASONE
DEXAMETHASONE

N088252+ ROXANE RX SL 021 22- NOV- 95
DEXAMETHASONE | NTENSOL
DEXAMETHASONE

N088269+ AVENTI S PHARM PRCD RX SL 028 21-JUN-90
SLO-BI D
THECPHYLLI NE

N088366+ ABBOTT LABS RX SL 014 20- CCT- 99
AMVONI UM CHLORI DE | N PLASTI C CONTAI NER
AMMONI UM CHLCORI DE

N088389+ DEPROCO RX SL 018  04- MAR- 96

LI GNOSPAN FORTE
LI DOCAI NE HYDROCHLORI DE

(+ - Represents a Referenced Drug )
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NDA SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
TRADE NAME APPROVAL DATE
| NGREDI ENT DATE
N088390+ DEPROCO RX SL 021 04- MAR- 96

LI GNOSPAN STANDARD
LI DOCAI NE HYDROCHLORI DE

N088432+ ABBOTT LABS RX SL 007 30-JUN- 92
MEPERI DI NE HCL PRESERVATI VE FREE
MEPERI DI NE HYDROCHL ORI DE

N088489+ PARKEDALE RX SL 016 30- MAY- 96
PROCAN SR

PROCAI NAM DE HYDROCHLORI DE

N088584+ PURDUE FREDERI CK RX SL 016 04- MAY- 98
DHC PLUS

DI HYDROCODEI NE BI TARTRATE

N088587+ ROXANE RX SL 008 28- JUN- 94
HYDROCHLOROTHI AZI DE
HYDROCHLCOROTHI AZI DE

NO88616+ NOVARTI S PHARMS RX SL 036 16- OCT- 98
FI ORI CET
CAFFEI NE

NO88656+ MONARCH PHARMS RX SL 009  23-JUN- 97
QUI BRON- T
THEOPHYLLI NE

N088703+ ROXANE RX SL 016 13- DEC- 96
PREDNI SONE
PREDNI SONE

NO88790+ JOHNSON RW RX SL 008 30- MAY- 91
TYLOX
OXYCODONE HYDROCHLORI DE

N088810+ ROXANE RX SL 015 13-JUL-95
PREDNI SONE | NTENSOL
PREDNI SONE

N088825+
ACETAM NOPHEN, BUTALBI TAL AND CAFFEI NE

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

CAFFEI NE
NO88831+

PHRENI LI N FORTE
BUTALBI TAL

NO88833+

TRI PROLI DI NE HCL, PSEUDCEPHEDRI NE HCL AND CCODElI NE PHOSPHATE

TRI PROLI DI NE HYDROCHLORI DE

N088944+
SEDAPAP
BUTALBI TAL

NO89081+
PRELONE
PREDNI SOLONE

NO89131+
THEO- DUR
THEOPHYLLI NE

N089132+
THEQLAI R- SR
THEOPHYLLI NE

N089231+

ACETAM NOPHEN AND CODElI NE PHOSPHATE

CODElI NE PHOSPHATE

NO89363+

ACETAM NOPHEN AND CODElI NE PHOSPHATE

CODElI NE PHOSPHATE
N089420+

AZDONE

HYDROCODONE BI TARTRATE

N089451+

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1) PAGE 219

SPONSOR RXOTC CODE DOC TYPE  SUP# LATEST ACKNOMLEDGE ADL / FPL
APPROVAL DATE
DATE

G LBERT LABS RX SL 013 05- JAN- 95

CARNRI CK RX SL 019 28- APR- 97

MORTON GROVE RX SL 023 01- DEC-98

MAYRAND RX SL 009 04- CCT-94

MJURO PHARM RX SL 020 05- AUG 98

KEY PHARMS RX SL 018 18- AUG 97

SL 019 18- AUG 97

3M PHARMS RX SL 006 29- MAY- 98

M KART RX SL 020 30- MAY- 95

M KART RX SL 001 04- AUG 94

CENTRAL PHRMCEU RX SL 026 14- SEP- 99

M KART RX SL 026 25- APR- 97

BUTALBI TAL, ACETAM NOPHEN AND CAFFEI NE

CAFFEI NE

NO89515+

(+ - Represents a Referenced Drug )
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NDA
TRADE NAME
| NGREDI ENT

VI NBLASTI NE SULFATE
VI NBLASTI NE SULFATE

N089522+
HEPARI N SODI UM PRESERVATI VE FREE
HEPARI N SODI UM

N089601+
METADATE ER
METHYLPHENI DATE HYDROCHLCORI DE

N089614+
| SOETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE

NO89615+
| SOETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE

NO89616+
| SOETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE

NO89617+
| SOETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE

N089618+
| SCETHARI NE HCL
| SCETHARI NE HYDROCHL ORI DE

N089654+
PRELONE
PREDNI SOLONE

NO089689+
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
HYDROCODONE BI TARTRATE

N089698+
HYDROCODONE BI TARTRATE AND ACETAM NOPHEN
HYDROCODONE BI TARTRATE

NO89699+

SPONSOR

AM PHARM PARTNERS

ABBOTT LABS

MEDEVA PHARMS CA

ASTRAZENECA

ASTRAZENECA

ASTRAZENECA

ASTRAZENECA

ASTRAZENECA

MJURO PHARM

RXOTC CODE DOC TYPE

RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL
RX SL

(+ - Represents a Referenced Drug )

LATEST APPROVED LABELI NG FOR CURRENTLY MARKETED NDAS (RPT 1)

SUP# LATEST

021

014

014

001

001

001

001

001

008

032

011
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ACKNOMLEDGE ADL / FPL

APPROVAL DATE

DATE

02-JUL-97

09- SEP- 98

08- NOv- 99

16- NOv- 92

16- NOv- 92

16- NOv- 92

16- NOv- 92

16- NOv- 92

28-JUL- 98

22-JUL- 97

28- JAN- 97
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NDA
TRADE NAME
| NGREDI ENT

HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
HYDROCODONE BI TARTRATE

N089736+
VI CODI N ES
HYDROCODONE BI TARTRATE

NO89775+
ROXI CET 5/ 500
OXYCODONE HYDROCHLORI DE

N089822+
UNI - DUR
THEOPHYLLI NE

N089823+
UNI - DUR
THEOPHYLLI NE

SPONSOR RXOTC CODE DOC TYPE
M KART RX SL
KNOLL PHARM RX SLI
ROXANE RX SL
SCHERI NG RX SL

SL
SCHERI NG RX SL

SL

(+ - Represents a Referenced Drug )
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SUP# LATEST ACKNOMLEDGE ADL / FPL

016

008

004

004
005

004
005

APPROVAL DATE

DATE

29- JAN- 97

28- SEP-92

07- MAY- 92

18- JUN- 97
18- JUN- 97

18- JUN- 97
18- JUN- 97






